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PROCEEDI NGS

DR. BRECHER: Here's another public
servi ce announcenent that's rel ated.

[ Vi deot ape pl ayed. ]

DR. BRECHER: Okay. It's a good thing a
little dog didn't get it before the big dog.

Wth that little diversion, we're going to
nove on to | ooking at new technol ogy potentials,
and the first speaker is Jeff Mripol from Teruno,
if he's here.

Jeff is not here. Wy don't we--who's the
next one? Wiy don't we get Jerry Hol mberg? |s he
her e?

Oh, this is good. Anyone got any other
filmclips?

[ Pause. ]

DR. BRECHER: So much for the best laid
plans. Well, we could go ahead and have sone
public comrent, if there are any--nobody here for
that either, huh?

Anyone got any good jokes? This is a

j oke.



| apologize. 1It's looks |ike we're going
to just go on hold until 9 o'clock. So much for
the best laid plans. 1s there anyone for public
di scussi on? Anyone want to nake a public comment?

[ No response. ]

DR. BRECHER: We tried. Does the
Conmittee want to di scuss what we've heard so far?
We could start on that. Presurmably we're going to
hear about sone alternative technol ogi es, updates
from Haenonetics on the frozen degl ycerolized red
cells.

MS. LIPTON: | was just going to suggest
that in |light of everything we've heard to date, |
didn't see any need for a resolution on the part of
this Commttee with respect to the reserves. But |
offered to take all of the comments that we heard
yesterday back to the disaster task force and ask
themto consider and then to come to this Committee
perhaps with a reconmendati on or a series of
recomendati ons for consideration, if that would be
hel pful .

DR. BRECHER: Furt her comments? Jeanne?



DR. LINDEN: In the discussions yesterday,
| was giving sonme thought to our nost recent nodest
di saster, you know, the great power outage in the
Nor t heast, and thinki ng about what happened there
and the possible ramifications had that been nore
ext ended, because the transportation options were
extraordinarily limted, with no planes, no trains,
and gridlock traffic-wise with a lot of the bridges
cl osed. And since nost of the businesses, in fact,
really all of the businesses closed, there couldn't
be new col |l ections, and we | ost several thousand
potential units that could have been collected and
weren't. So that was anot her exanple of what--you
know, the blood we were using is the blood on the
shelf. And it would have been possible to get nore
bl ood in over time. But had that been extended,
that was really an issue. And | think it was a
good | earning experience to | ook at, well, when we
| ost the infrastructure, you know, what can we do
in those situations?

I think exanples |like that and certainly

some of the ones that Ron has shared are really



good | earni ng experiences. W can |ook at the
actual issues that canme up.

Sonmet hing el se that cane up with the |oss
of power is the |oss of conputer services. W even
in Al bany | ost access to the Internet. 1In New York
City, they had nothing, no phones, although AOL was
wor ki ng so people could use their honme e-mail. But
because the | aboratory testing is all done in the
state, we have no | aboratories doing infectious
di sease testing for blood donations in New York
State, we couldn't get the test results back. And
in small nunbers for certain enmergency donations,
you could get them by phone or fax in sone cases,
if you had phone or fax. Those of you who read ny
article about faxing, you know, know that faxing is
fraught with a lot of problens. And, obviously,
when we're tal king about thousands of units, that
can't be done. It would be very error-prone if you
were to do manual transcriptions and basically a
ot of units that were even on the shelf couldn't
be used because the test results couldn't be

accessed.



So there's all sorts of ramfications as
we rely on electronic technology that, when you
| ose the power, you all of a sudden |ose that
el ectronic technology. So it's just sonething
was thinking about over the last day or so that,
you know, | think is a good |earning experience.

DR. BRECHER: Karen?

M5. LIPTON: Well, in fact, because the
di saster task force convened i nmediately, we were
aware of these issues, and we're devel opi hg sone
nmodul es, particularly, as | said, on the water and
the conputer situation.

I think it was Ron who said this, that,
you know, planning for a disaster isn't the plan.
It's knowing--it's really know ng how you react and
who you get to. And so | don't think that we can
understand every situation. | think the nost
i mpportant thing we now do is at | east we have a
comuni cations hierarchy that allows us to
comuni cate even if all those systens go down. And
we just have to know that we're in touch

But we are aware of that, and we're



actually doing a debriefing on this. Every tine
sonet hi ng happens, we do a debriefing on it, and we
will go out to the regions as part of the process
to ask them what their experiences were that they
could share with other blood centers.

DR. BRECHER: Ron?

DR. G LCHER: What | wanted to say was
that, in fact, that's absolutely correct. The
di saster never fits the plan, and we've | earned
that fromthe two ngjor disasters we've had in
Okl ahoma. But, in fact, the process of planning is
so i nportant because you really then have to--you
have things in place so you can nake the plans as
the disaster is in progress. |It's critical that
all the staff know exactly where to go, what to do;
when sonet hi ng happens everybody has a place to go,
and then having redundant systems in place.
There's just no generator, fuel supplies and so
forth. W have done that at our blood center so we
can operate literally for a couple of weeks without
any additional power. But that's a big problemto

us because we do take power outages in Okl ahoma
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quite frequently during the sunmer nonths.

MS. LIPTON: W just figured we're just
going to establish New York Bl ood Center as our
test case for everything because it always seens to
happen to them

DR. BRECHER: It nakes you wonder if in
their disaster plan--1 imagine there was huge
gridlock in Manhattan--if they include bicycle
nmessengers to deliver the units of blood around the
city.

We'll take a 30-second pause while they
fix the lines.

[ Pause. ]

DR BRECHER Jerry, you're on

DR. SANDLER: Yesterday we didn't have a
chance to ask a lot of questions to Dr. WIIians,
and | was wondering if | could pick up on that.

Prior to the presentation, many people
correctly identified the fact that we don't have a
nati onwi de i nformati on systemthat tells us how
nmuch bl ood we have and where.

On the other hand, we really have three.



For years, Marian Sullivan's operation has been
functioning. The Ofice of the Secretary has
sponsored the sentinel sites, and Dr. Col dfinger
and nysel f and other bl ood bank directors have been
partici pati ng and sending our information, and
there's been publications, and now FDA has taken an
initiative. And | was wondering if you could
perhaps define if there's different functions for
each of these national data collecting systens that
aren't.

MR, WLLIAMS: | don't have the advant age
of having the slides here, but in one of the early
slides, what | did was set out what | thought woul d
-- [sound out] -- of a national system And, yes,
we have several systens in place. Each one of
those neasures a certain aspect of the blood supply
and is useful for a specific purpose but doesn't

cover the whole waterfront of what we mi ght need.

For instance, the NBDRC program as | know

it, speaking to the nonthly data collection, is
from 26 sentinel sites. [It's rather conprehensive

data on collections and supply and vari ati ons over
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The one aspect of that is that the data is
avail abl e sonmetinme after the reports are actually
i ssued, so it's not realtine. And, Karen, if you
want to correct nme on any of these, |'mgoing from

menory here. But one disadvantage is that it's not

realtime information. 1It's a good sanple, but it
is a sanple. It's not a national popul ation-based
assessnment that will really give assessnments at the

| ocal and regional I|evel.

The HHS program also is a sentinel program
at 29 sites. It neasures hospital inventory for
all blood types in inventory by a standardized
definition. This is published on a daily basis.
Again, | think one potential shortcom ng of that
design is that it, again, doesn't represent the
| ocal and regional shortages that m ght occur
While it does give a national picture of, you know,
when things go up, when things go down, if you have
a crisisin a specific area you really still don't
know what's going on. And Mac is closest to that

and m ght wish to coment as wel |

12
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The programthat was described in sone
depth at an earlier neeting--and | just went over
it very quickly yesterday--the TRANS-Net programis
specifically designed at the current tine to
nmeasure shortages at primarily the transfusion
service |level, although it would al so function at
the bl ood center level. |It's designed to be a
popul ati on-based voluntary programso that--let's
assunme for the nonment we had 100 percent
participation, which is unlikely. W would be able
to capture individual |ocal and regional shortage
i ssues, have that available in both the database
and a geospatial map so that we would be able to
pi npoi nt when trends were begi nning to devel op
conpare themwith a historical record, and be able
to do sone predictive nodeling, and really have an
i n-depth perspective of how the nationw de picture
| ooks. If there's a shortage in one area, there
may be a worse shortage in another area. And
think one big advantage of the TRANS-Net programis
it gives an assessnment of what inpact those

shortages are having rather than just saying, okay,
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there's a shortage in this area.

If it starts to approach a point where
patient care is actually being conprom sed, you
know that through this program and | think that's
one advant age.

None of these are ideal systenms which
capture all of the elenents, and | think, you know,
the plea that was being made is to build a
conprehensive systemthat as efficiently as
possi bl e through a conbi nati on of these prograns
will capture the elenments that we need, both to
assess what's going on in a routine situation as
well as in extreme crisis, just so it can be
managed efficiently.

DR. BRECHER: Mat?

DR. KUHNERT: Mat Kuhnert from CDC. |
just wondering in sort of thinking about the
di scussi ons yesterday about what anal ogies there
are and sort of conparable systens in other fields.
You know, there was sone nention about Wal-Mart and
busi ness nodels, which | don't know if we can hope

to nmodel those efficiencies, but also to other



systenms in health care |ike pharmaceuticals,

vacci nes, but al so other biological products like
organs. There's an organ transplant network and
sort of--it's a different, | think, scale. This is
a far greater scale. But | wonder if that could be
| ooked at and conpared to as far as whether there
coul d be any anal ogies to blood fromthe experience
of organs and al so tissues.

The other thing | wanted to nmention, it
seens |like there's a lot of existing efforts for
reserves, and, you know, maybe there isn't one
answer. There's no one henovigilant systemin the
United States, and naybe it is going to end up
being that there's going to be different
approaches. But the key point will be connecting
those together, and the key point will be whether
the systens can talk to each other. So | think
data exchange is going to be the biggest issue, |
think, to tackle.

DR. BRECHER: Mark?

MR, SKINNER: | just want to make a

comment, and it's not really the focus of this



di scussion, but we did have a presentation by Julie
yesterday afternoon on PPTA, on kind of the rel ated
issues. It wasn't the focus of all the

di scussions, but | hope the Conmittee is mndfu
that the issues--there are a |lot of parallels

bet ween t he discussions. And while the nature of
the shortage nmay be different because of the supply
in the system for the plasma-based therapies, we
have experience with facing sustai ned shortages,
like the two-year shortage of reconbi nant products.
And there really aren't the same kinds of

conti ngency and back-up plans there, as well as the
sanme issues of getting product to the rura
hospital s and ot her places when you need

reconmbi nant products. That whole infrastructure
and that side of the equation in managing a
sust ai ned shortage on the plasnma products as wel

as the enmergency need in areas that don't have
ready access for certainly the coagul ation

t herapi es, that piece doesn't exist as well. So
not that this is where we're going to answer that

question, but | just wanted to kind of point out
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what was behind the rest of what Julie said
yesterday from nmy inpression.

DR. BRECHER: Okay. | think we're ready
to nmove on to our norning speakers on the new
technol ogy potentials. Jeff, are you ready to go?

MR MRIPOL: Yes. It |looks Iike we
actual ly have sone technol ogy that m ght work. of
course, | think like a lot of you, | had the So Big
virus as well. I'lIl just give this a monment. It's
thinking. 1It's going through the..

DR. BRECHER: While it thinks, if anybody
would Iike that little public service announcenent,
let me know. | can e-mail it to you.

MR, MRIPOL: Good. Al right. Again,

t hank you very much for the opportunity to speak to
you. When Mac McMurtry called ne and asked ne to
speak, | sent hima little outline as to what | was
going to talk about, and he said that's fine. So
hope this is fine.

| wanted to give you an overview, at |east
froma manufacturer's perspective, of issues as we

see issues in ternms of | guess what one woul d
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broadly call the availability of products for the
bl ood supply, to ensure the bl ood supply.

Just as a little overview, you know, bl ood
is a unique product. |It's obviously the basic raw
mat erial that comes fromhumans. |[t's a conpl ex
drug, non-honmogeneous product, bl ood conponent
t her api es obviously required for a broad range of
medi cal conditions. But it is a unique product in
that it's treated as a drug, but it's not a
honogeneous drug.

Bl ood products have a very finite shelf
life, and this is the big issue in terns of
ensuring supply. Platelets have a five-day storage
period at roomratepayer; red cells, 42 days at 4
degrees; plasm, obviously, frozen, fractionated,
et cetera. And then the availability itself is an
uncertain, very unclear situation often, very
t enuous, as obviously the reason for this
conf erence.

Col | ecting blood, obviously, requires that
the donor is available, the donor is willing, and

t he donor hasn't been frightened off. | think one



of the problens we're seeing in this country is
that the donor is often in short supply for a
variety of reasons. And | think a ot of tines
it's because of fears within the donor comunity.
There's a unique interaction between the
donor and the bl ood center. Obviously, the bl ood
center tries to appeal and does appeal to the
donor's sense of community, hel ping others, et
cetera, and the first dictum which certainly
applies to nedicine and applies here, is, you know,
you don't want to do any harmto the donor and you

don't want to drive the donor away.

The products required for blood collection

are various, and there's a |large nunmber of them
This just lists a few things that are used in bl ood
col l ection: obviously, the collection bags, the
mat erials you need to do the skin preps, the

phl ebot omy equi pnent, processing equi pnent,
apheresi s equi pnment, testing equipnment, test kits,

| abel s, computer systems, refrigerators, freezers,
et cetera. That just scratches the surface. But

essentially to collect, store, inventory, ship
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transfuse blood, it's a very, very el aborate
process. |n sone ways, it's obviously nmuch nore
conpl ex than just maki ng a vaccine or making a
speci fic drug because of the need for the raw
mat eri al and how you have to process it, et cetera.
Many el ements of the supply, in ternms of
the suppliers, the materials, the supply chain, are
really concentrated in a few conmpanies. This holds
for both the bl ood bag suppliers, holds also for
the testing conpanies, the apheresis conpanies, et
cetera.
This is clearly a very specialized
i ndustry, and it has very clear specialized
manuf acturi ng expertise. The systens required are
speci alized to collect blood, and, of course, al
of this nmust neet stringent regulatory requirenments
and oversight. [I'mnot telling anything new to you
folks, but | thought it was hel pful to at |east
ki nd of summarize sone of the issues that face al
of us, all of you, in the area of bl ood
availability.

The entry barrier for new suppliers is

20



relatively high. This is a business where the
margi ns aren't that great froma supplier
standpoint. |If you were to get into a business,
this is not a business | recomrend you get into.
There certainly are sonme conpanies that
are looking at the U S. marketplace. Certainly
MacoPharma in France is. There's other conpanies
that are | ooking at the marketplace. But | think
if, you know, one is rationally focused in a
busi ness nodel, this is not a business you' d get
i nto.
There's a | ot of regulatory oversight,
the regul atory requirenents do provide a very
i mportant area of consistency, and they do limt
variability. But this is not a free-for-al
i ndustry, and the supplier-user relationships are
extrenely close, whether it's the apheresis
manuf acturers, the blood bag manufacturers, the
manuf acturers of the test kits, et cetera. The
rel ati onships with us and the bl ood center, bl ood
center organi zations, is extrenely close.

| want to focus now in the areas that

21
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Teruno specifically deals in, and that's bl ood
bags. There are right nowin the U S. three FDA-approved
suppliers: Baxter, Pall, and ourselves.
So | guess one could say that you' ve got at | east
an assured supply of product because of the variety
and variability of suppliers.

Terunp's capacity to supply is probably in
t he nei ghborhood of 5 mllion bags to the U S. W
supply about 3, 3.1 nmillion right now. Baxter
clearly has a |l arger supply capability for the
U.S., and |'mnot sure what Pall's capacity is.

The bl ood bag suppliers, our blood bags
are drug products. They're unique products in nmany
respects. The manufacturing facilities to nmake
bl ood bags are quite unique and expensive
manuf acturi ng operations to build and to maintain.
Essentially we're making IV solutions of snall
vol unes under very stringent FDA control and
requi renents.

Many supply el enents--and it's not just
for Terunp because our bl ood bags are nmade in

Japan, but many supply el ements even with our



conpetitors are made outside of the continenta

U.S. This is sonmething you have to consider
because the whol e supply chain is, in ny view, one
of the key issues in terns of supply of blood and
bl ood products. The requirenent in the US. is for
over 15 million blood bags a year, so we're not
tal ki ng about an insubstantial nunber of products.

The raw materials that are required, the
pl astics, the solutions, et cetera, also nust neet
very specific requirenents. And the suppliers of
the raw materials, at |least certainly of many of
the raw materials, are also specialized, and their
raw materials have to neet certain requirenents
that are much nore stringent than, say, the
pl astics use to nmake beach balls or things like
t hat .

So, as | indicated, you have to | ook at
the total supply chain. |It's a very, very crucia
and critical elenent.

Al so, the quality systens that we and our
conpetitors have are very conplex and they're very

detail ed and have very extensive oversight fromthe



FDA and ot her regul atory agenci es.

So what |'mgetting at here is that from
the manufacturing standpoint, | think that the
public has a high level of assurance that, say, the
bl ood bags or apheresis kits, if you will, or
what ever, have a very high level of quality and
assurance. And one | guess might be asking: Are
we concerned about sabotage? Are we concerned
about some other issues?

The manufacturers all have plans for
various energency situations, and | understood that
that was one of the things that, you know, Mac
wanted nme to sort of address. However, what
happens when transit is conpletely shut down?
Septenber 11th, no flights were flying, no trucks
were running, et cetera. W actually were able to
supply bl ood bags, even though our bags conme from
Japan, because we had large inventories in the U.S.
You know, we had folks getting in vans and bringi ng
bl ood bags to bl ood centers, et cetera.

But this is a critical elenent in terns of

pl anni ng and supply. W need to have, | think, a

24



better plan to ensure that, you know, products are
made avai l abl e.

Now, that's just the raw material. The
bl ood itself then, getting the blood fromthe bl ood
centers to hospitals, that was probably al so
affected to sone degree.

Al so, what happens when you have runors of
contami nation? And what happens when donors becone
fearful of donating? Again, just recently, in
January and February, this issue of white
particul ate--you know, blood is non-honbpgeneous
substance. This was not an issue of contam nation.
But, again, it's an issue of, | think, direction
and under standi ng the whole supply chain and al so
| eader shi p.

So what are the present issues in
supplies--or problenms in ternms of supply assurance,
at least fromour view? One of the mmjor issues |
am obvi ously speaki ng about here is getting the
bl ood bags and supplies fromoutside of the U S. to
the US. It takes twice as long now as it used to

prior to 9/11 for us to get blood bags, for
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instance, into the U S. | think some of our
conpetitors and other suppliers are also seeing
situations much like this.

We believe we have to sinplify, develop a
list of ways to release incom ng products so that
the custons officials and the FDA, et cetera, can
work together to ensure a nore assured supply and a
nore sinplified supply chain. Again, it's
i mportant to ensure safety, but if the product is
not available, then it's obviously counterproductive.

Al so, we believe--1 guess to that point,
we believe we need a better coordination of the
regul atory and custonms processes and procedures.
Certainly this conference has been discussing
yesterday and |'m sure nore today the issue of
donor availability. This is not our area of
expertise, but certainly one would think that we
need better national progranms for donor awareness
and recruitnment. We also think that we need better
medi a i ntegration of the blood resource needs, and

we al so need to reduce hysteria. | think every



time there is a new pat hogen--you know, West Nile,
et cetera--fromevery indication | have from our
col | eagues in the blood centers, this leads to a
reduction in donors. And, again, | think this has
to do with perhaps nmultiple nmessages or a |lack of a
consi stent nessage.

As you' ve been hearing here, blood is
available but it's not available in the right
pl aces. So the systens are conpl ex, the response
times are reduced, and, frankly, there's no
nati onal coordination of blood policy. To that
point, in terns of a national blood resources
di saster plan, fromour perspective there really is
no plan. There's a lot of efforts, and certainly
this is a very good attenpt to try to bring this
together. But we don't really have a unified
process or unified group that gets together and
really pulls together the requirenments chain, the
bl ood chain, and the supply chain.

So what is the real concern? The concern
is bioterrorism Well, what does the bioterrorism

concern really nmean? Does it nean the bl ood bags
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or the test/assay materials, et cetera? Are they
bei ng sabotaged? | don't think so, and they're
very closely controlled during manufacture. |
think that's the | east of anybody's worries.
You know, is the fear of sabotage of bl ood

products once the products have been nmade in the

bl ood center or sent to the hospital? WlIl, that's
a conplex and, | think, a very, very difficult
question. And I'll make a few points subsequent to

this on that, but | think it's going to be very,
very difficult to try to devel op systenms to ensure
that every unit of blood has not been in sone way
sabot aged by an unhappy worker or something like

t hat .

So, again, as | pointed out earlier, as
you all know, blood is a conplex product, and it is
not homogeneous. So if you see white cells init,
don't get upset.

In terns of our suggestions and our
t houghts on this area, certainly we believe a
nati onal bl ood resource plan would be inportant

and, frankly, mandatory as things beconme nore
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conpl ex and fearful in our world. However, we
believe that this ought to be a very sinple plan in
its basics.

Remenber that you may not have power.
Look at just what happened | ast week in New York.
We have col | eagues here, of course, who are going
to tal k about certainly freezing systens and ot her
ki nds of systens, even apheresis systens, et
cetera. Blood bag collection is lowtech and
reliable. You don't need a | ot of equipnent.
That's a big advantage. |It's easy to do in lots of
different places. You don't have to have conpl ex
environnents to collect blood in blood bags.

We believe there should be a supply depot
situation in the U S based--sort of simlar to
what the mlitary did sonme years back, where this
i s coordi nated anongst all the suppliers and the
bl ood centers. This could be done at bl ood
centers, probably nost appropriately done at bl ood
centers.

We think that a centralized national group

with clear |eadership to coordinate bl ood
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availability and these plans should be put
t oget her, should obviously include the nmlitary,
bl ood centers, suppliers, the providers, the
regul atory agencies, et cetera. But--and this is
sonmething, | think, that becanme very clear 9/11--1
think we need to have a single focal point or a
single voice to give clear information in these
situations. And | think that's a very, very key
issue in ternms of the donor assurance and naking
sure that the donors are comng in and are willing
to donate under these kinds of circumnstances.

In terns of new technol ogies, we believe
that the major issue is actually patient safety,
and certainly one of the biggest problens is the
m stransfusion of blood products. So we believe
that resources ought to be put at the transfusion
area in terns of assuring the safety of the bl ood
products there, and really it has to do with the
assurance that someone who is an A patient gets an
A unit of blood and not a B unit of blood and so
forth.

New t echnol ogies in terns of bacteria



testing, admirable. W ourselves are not working
directly in this area. W believe it's inportant.
Virus testing procedures and naki ng sure that
viruses or bacteria or other pathogens are

i nactivated, useful, expensive, and, again, does
not answer the issue of sabotage of bl ood products.

Qur thinking is that one of the areas,
al t hough we ourselves are not working directly in
this area, that should be | ooked at and perhaps
funded nmore strongly is the area of bio-sensors.

We think that there are sonme technol ogi es out there
that are very, very prom sing that could be applied
to bl ood products, both to identify pathogens and
per haps ot her kinds of drugs, et cetera.

Qur efforts in terns of technologies are
basically fairly straightforward and rel atively
sinple. In the blood bag collection systens, we've
devel oped a diversion blood bag system as our
ot her col |l eagues have. The intent here, of course,
is to renove the initial bolus of blood fromthe
donor, that bolus perhaps being one that has nore

bacteria, et cetera, associated with it. A sinple
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system that we believe does inprove safety.

We obviously al so are worki ng on and have
approval for some blood filter systens, for white
cell renoval. This we believe increases sone
mar gi nal safety fromthe standpoint of transfusion
reactions, et cetera, but certainly doesn't address
the kinds of things that | think you're concerned
about froma bioterrorism standpoint.

And the other area that we're involved in
is to continue efforts to optim ze the |ogistics
and transport operations.

And just as a summary of this, in ternms of
our plan, we maintain a six- to eight-week supply
of blood bags in the U S. W have three donestic
war ehouses and shi pping points. W keep in transit
in ternms of blood bags from our manufacturing
facility in Japan, four to six weeks for the
product in transit via boat. W have three
domestic trucking firnms that we work with, plus
DHL, FedEx, et cetera. W have conputer back-up
systems and so forth, although I've got to tel

you, with that So Big virus, it slowed things down
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quite a bit. But it didn't shut us down.

So that's really kind of the summary that
I wanted to give you in terns of our view of blood
resource availability. | think the take-hone for
me, | guess, or fromny perspective is keep the
system si npl e and provide a nore centralized, if
you will, leadership situation so that the donors
get a clear nmessage as to what's necessary and how
t hey shoul d respond.

Thanks for your attention.

DR. BRECHER: Thank you, Jeff.

Questions or comments? Andy?

DR. HEATON: This is Andrew Heaton
Chiron. Jeff, do you have a m nimum | ot
requi renent for maintenance in country? And do you
have a | ot rel ease process as well?

MR. MRIPOL: Oh, absolutely, yes. In
fact, you sawit. To that point, with regard to
t he manufacturing safety or manufacturing
processes, Teruno, Baxter, Pall--1'"msure we're al
quite equivalent in this way--we have very

extensive lot release quality assurance
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requi renents. And, actually, to get into our
manufacturing facilities is very, very difficult.

I think if we're tal king about secure systens from
soup to nuts, you have to have special IDs; it's
all kind of--doors are controlled el ectronically,
et cetera. This is both in the U S and in our
manuf acturing facility in Japan.

You know, we vet our enployees to a
reasonabl e extent. W're not doing, you know, ClA-type
vetting of enpl oyees. But, you know, we have
a very high level of quality assurance
Essentially, our philosophy is to have quality
built into the product. Every blood bag, for
i nstance, is inspected by special photo systens
that, you know, ensure the | abels are properly
pl aced and needl es are properly placed, et cetera,
et cetera.

So | think fromthe standpoint--to your
poi nt, Andrew-of quality systenms and assurance of
the raw material that goes in the bl ood bags, the
sol utions and the bags thenselves, that's an

extrenely high I evel.
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DR. BRECHER: Lol a?

DR. LOPES: | have a question about the
mar gi ns that you nentioned. It seens that in an
i ndustry where there are few specialized
manuf acturers, you're making a critical product.

MR. MRIPOL: You're right.

DR. LOPES: And it really doesn't cost
very much in the context of, say, an open heart
surgery, sonmething like that.

MR, MRIPOL: That's right.

DR. LOPES: Wiy are your margins snall?

MR MRIPOL: WlIl, there is conpetition

DR. LOPES: But you don't have many--this
is not a conmmpdity product.

MR MRIPOL: Well, in sone folks' eyes--|
| ook around at sone of ny folks that | supply. In
sonme fol ks' eyes, they believe at |east blood bags
and certain types of products are al nost a
comodity product. | nean, it's a very good
question. Obviously, we're not colluding with Pal
or with Baxter in ternms of trying to maintain

prices. | wish | could because it woul d nmeke
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things a | ot easier.

[

Laughter. ]

MR MRIPOL: Well, at |east they'd be

nore stable. Let's put it that way.

You know, | think the real problemis
this, as | see it: AdvoMed has kind of approached
this. | know AABB, et cetera, have approached this

in terns of

rei mbursenent for blood products. And

if you take that chain all the way down, you know -blood is

ki nd of neglected as a product within, you

know, our health care system And so, really, it's

a small percentage of the total cost of the nedical

care, which is one of the reasons why, you know,

the payee systemis really kind of ignoring it to a

great degree, because it's kind of in the, you

know, decimals or the dust of the total cost.

But, in reality, to a blood center and, of

course, to

us, it's a mpjor part of, you know, the

whol e econom ¢ equation. But the problemis bl ood

bags as a t
t echnol ogy,

wor | dwi de,

echnology is a relatively old
and a lot of folks are in the business

al though not in the US. And there are



some compani es that are | ooking to get into the
U.S. market, and, frankly, they may have a | ower
cost structure and believe that they can nake sone
noney in it.

DR. BRECHER: Jay?

DR. EPSTEIN. Dr. Lopes raised the issue
of market concentration. | just would like to hear
your thoughts. It seens as if the market forces
favor concentration in many areas related to bl ood
products, but that the security of the system
actually favors nore redundancy. And even where
you have multiple manufacturers, you al so have
systeminconpatibilities. So, you know, the user
really does end up conmitted, both through contract
mechani sms and t hrough system incongruities.

| just wonder what your thoughts are about
the problem of |ack of redundancy and how t he
mar ket forces play out and whether there's anything
that could be done in that situation.

MR MRIPOL: Right, right. Well, you
know, to that point, actually if we're talking

about bl ood bags thensel ves, although they're not
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all identical, they are fairly interchangeable. |If
you start tal king about things |ike apheresis kits
and equi pnent, absolutely correct. | nean, you
know, a Ganbro kit will not work on a Baxter
device, et cetera. And certainly our blood bags,
you know, will work with everybody's centrifuges,
as will Pall's and Baxter's and that kind of thing.

So | think fromthe products that are
sinmpler, i.e., blood bags, they are nore
i nt erchangeabl e, which nmay be, again, one of the
reasons why the margins are |ower, as opposed to
t he apheresi s kinds of equipnent.

I think that in many respects | actually
woul d argue that the FDA requirenments and the kind
of oversight have been very effective and
appropriate to have at |east enough conpetition
while at |east providing a consistency of products.
That is, | amnot sure we want to have, you know,
20 different kinds of additive systens and, you
know, blood that can be stored for 28, 35, 42, 49
days, because that can get nore conplex. Right now

we basically have two red cell products: CPDA-1,
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which is stored for 35 days, and additive systens
which are stored for 42 days. But as you wel
know, probably--what ?--85 percent of the blood in
the U S. is stored in additive systens, maybe even
nore than that.

So | would say that consistency in the
types of products is appropriate, at least to the
point that it doesn't stifle technol ogy innovations
or inprovenents, and that from ny perspective, at
| east on the blood bag side, you know, having three
suppliers gives the nation a fair security and
redundancy that if, you know, the Teruno pl ant
bl ows up or the Pall plant blows up, sonebody el se
can step in and supply the product. Certainly we
couldn't supply all the U S. | don't think Pal
can supply all the U S. And | doubt that Baxter
could supply all the U S. right now.

Does that answer your question?

DR. EPSTEIN. It's hel pful

MR, HAAS: | was listening to the
presentation, but the word "conplex" | think fits

here on multiple levels. W talk about narket
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forces, and that gets my ears perked up really
quickly, and it's awfully hard for nme to understand
the word "market forces" at the same tinme we have
rei mbursenent issues, which are directly counter to
what a typical market force would be doing

The idea of a few sellers, typically, the
idea is that, okay, that's bad because of potent--you know,
that we can't collude, but yet there's a
word in ny discipline of "conscious parallelism®"
but in this type of marketplace you want the
consistency. | agree with that termquite a bit;

t he whol e sense of what is the rel ati onship between
t he rei mbursenent and technol ogy.

Well, there's an awful lot of literature
that tells us that when reinbursenment was rich and
full, technology thrived in the nmedical industry,
and now we have a situation where the reinbursenent
| evel s are constantly being ratcheted down, so the
qguestion becones one of what's the inpact of that
in the future?

And then | think there's another issue

that connects with this, too, in that here we're



tal king about--1"11 be unfair--but blood bags. W
tal ked a | ot yesterday about the bl ood products,
and then we started thinking of plasna or
conmponents conming fromthe products, and then we
think of the reconbinant, which isn't a bl ood
product, but it certainly is inportant in that
area.

And then the question is, all right,
what's the interaction anong these? Wat happens
if in one of these areas there is a problenf?
What's the spillover effect on all of the other
areas? W have cascading effects in multiple
i ssues.

And | guess, as I'msitting here, I'm
saying to nyself, well, | can't pull this al
together, but this is something |I think that we
need to be | ooking at.

MR MR PG Wll, let nme nmake a comment,
if I my. You know one of the bad things about
blood is that every individual unit is a separate
lot. Every donor is different, but that's also,

you could say, a good thing because, to your point
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about, you know, |ike a blood product that was
derived form a reconbi nant product, if you had a
bad Iot, you're really up a creek. You're talking
about a lot of product that's bad, and that's
happened with IBGG et cetera. Wiile if you have
sonme bl ood bags or let's say blood in a bag that's
bad, you've got one bad unit.

So you night argue that having blood as a
product, in sonme sense, offers a | ot of redundancy,
as opposed to sonething that's made in a drug
envi ronnent, where one |lot is nmany, nmany doses.
And if there's sonething wong with that, you've
| ost many doses, and that could have a ngj or
i mpact .

MR, HAAS: A quick followup. | think
you' re absolutely right, but then that again
triggers another thought in my head. |f we think
in terms of the reconbi nant market, for instance,
if the henophilia users were to go al npost
exclusively to reconmbi nant, that affects the bl ood
mar ket in the sense that now the plasnma products

aren't being used to nmeke clotting factors.
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Does, and I'Il say in quotes, the "market"
then tell the blood sector to stop nmaking clotting
factor and then a clotting, a reconbi nant pl ant
goes down, the suite goes down, then where's the
back-up? And we just went through a situation |ike
that, where, if the plasma, the Red Cross hadn't
been there to step in, there would have been
terrible problens. So, yes, | think this, we've
got to ook at this stuff.

MR. MRIPO Oher questions?

DR. BIANCO Jeff, that's been stinulating
di scussion, but you didn't talk nmuch in terns of
technol ogy potential, in terns of that could
facilitate availability. | have one that is ny
favorite, a needle that doesn't hurt.

[ Laughter.]

DR. BI ANCO. But other things--how do you
see that facilitating or not availability,
particularly if we want to build a reserve in the
country?

MR MRIPOG You're right. | didn't spend

alot of tinme, in ternms of new technol ogi es



because, frankly, as | did point out, the things
that we're doing are relatively |Iowtech, and
think the things that we're also doing don't really
relate to sort of safety so nmuch, except for
per haps the diversion bag, and you could certainly
argue filters are hel pful to sonme degree.

You know, | could, and we've had this
di scussion, argue that sonme of the things that are
bei ng proposed to inprove bl ood safety will nake
availability worse; i.e., pathogen reduction
technol ogi es, et cetera. That, actually, even if
they work, a platelet product is now | ess
ef fi caci ous, and you've got to use nmore of it. So
you' ve got to get more platelets, et cetera

So one nay see that sone of these
t echnol ogi es coul d have a negative inpact, and
perhaps a substantial negative inpact on bl ood
availability. So it's the old story of, you know,
uni nt ended consequences. | think you need to think
some of these things through, which is the reason
I"'minterested in, even though |I'm no expert in,

the bi o sensor area. I think that that could be a



very interesting way of mmybe assuring safety of
the products in a sinpler fashion.

And the real problemis getting the donors
and getting the donors in the right place. So
think it comes down to kind of a better nationa
program perhaps, better coordination. As you wel
know, Celso, with your nenbers, there are sone
menbers that don't appear to have a problemgetting
donors and others that do. Wy is that?

Well, it's conplex. It has to do with
popul ati ons, and urban/ nonurban, this, that, and
the other thing. There's a lot of variations in
that, but certainly there are some best practices
that coul d, perhaps, help inprove donor
availability and donor collections.

I"'mnot sure if | answered your question,
but it's a conplex situation, and | think new
t echnol ogi es coul d have a negative inpact on bl ood
availability.

DR. BRECHER: Last question, Chris?

MR. HEALEY: Yes, |I'd just like to echo

what Paul said. | think it's conpletely
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appropriate for the Comrittee to consider those
factors, the relationship of the plasma therapies,
and all of the ingredients that go into meking
those in the blood sector, and how t hose
rel ati onshi ps worKk.

You pointed to the role of reinbursenent,
and | guess we're going to hear nore about that
this afternoon, and the inportance of that to
preserving the viability of the blood industry and
the plasm industry. And, Jeff, you nentioned sone
of the regulatory issues and cost factors, and
think that's the other side of that coin, that also
this Commttee mght want to consider is what are
the cost factors that go into producing these
therapies in these bl ood conponents, and how coul d
those costs be managed better. Because, obviously,
you have the cost, and you have the rei nmbursenent
side, and those need to bal ance out to make the
i ndustries healthy.

MR. MRIPO Right. Thank you.

DR. BRECHER: Thank you.

Qur next speaker is Jerry Hol nberg from



Haenoneti cs.

DR. HOLMBERG. While things are getting
set up, | just need to make a point of
clarification. Wen Mac asked nme to speak, | had
to quickly tell himthat | was no | onger enployed
by Haempnetics. So please bear that in mnd, when
I go through nmy presentation, that | do not
represent Haenonetics. | will be showing you a few
slides, with their perm ssion. However, |'ve been
i nvol ved with frozen bl ood, and especially the ACP-215,
many, many years.

By the way, can Drs. Haas and Penner

i dentify? OCkay.

Dr. Haas, | just wanted to tell you that |
send greetings to ny schools, my alumi. | did a
master's at Mchigan State, and | will be talking a

little bit about ny experience at Mchigan State
years ago back in the '70s, and Bow ing G een,
obtained ny Ph.D. So | haven't been back to either
institution for a long tine, but one of these days
"Il get back there.

I was invited back for the nedica
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technol ogy reunion a few years ago and was unabl e
to attend that due to ny son's weddi ng.

DR. PENNER: W won't forget you.

DR. HOLMBERG. Thank you.

DR. BRECHER: See, that gets to the point
that the alumi offices can always track you down.

DR. PENNER: Ch, yeah.

DR. HOLMBERG. What |'d like to do today
is to go through sone of my experience, both in the
civilian world and in the mlitary world. After
| eft acadenia and | decided that what | wanted to
do was to get a little bit nore nanagenent
experience. So | went into the nilitary, and, boy,
did | get managenent experience. So | went into
the mlitary relatively late in life and recently
retired about three years ago and j oi ned
Haenonetics at that tine.

One of the things that | want to talk
about, first of all, | want you to keep in mnd, as
I go through this presentation, because | will be
gi ving you an historical presentation on the

hi story of frozen bl ood and where we are today with
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some new t echnol ogi es.

But two things | want you to keep in nmind,
especially as you look at the task force for
reserve of blood and even of frozen reserve, and
that is--and | learned this fromthe nmlitary--keep
it sinple and practice every day |like you're going
to war. Okay? | would tell ny people, and | ran
one of those facilities in Okinawa, Japan, that had
40 freezers and 40 ML15s, and we practiced on a
quarterly basis with a disaster drill activation of
my augnentation teans, and we al so integrated
frozen blood on a daily basis. So just keep those
two premises in mnd.

Yesterday, | think you heard that frozen
bl ood has been around for three decades, but really
it's been around | onger than that. Dr. Valer
actually has done or did frozen blood transfusions
back in Vietnam back in the '60s. It's been
primarily used in this country as a source for rare
cel | s.

And one of the things Dr. Valeri and

have great phil osophical discussions on, and
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think that where we night be mssing the boat is
that it is a strategic, a quarantine strategic
reserve. There are places around the world that
continue to suffer with high rates of HV, and
bl ood tends to still be a vector for that
transm ssi on.

Whet her that's feasible to supply that to
those Third World devel oping countries is beyond ny
financial neans and also |I think a |ot of other
supporting World Health Organi zati ons or whatever.
But it is a quarantine strategic reserve.

It's also been | ooked at for nmany, nany
years as a strategic source for high-quality red
cells, such as red cells high in ATP and 2-3 DPG
This is one of the reasons why you notice in
yesterday's presentations they tal ked about-- Commander
Bartl ey mentioned about six-day-old
bl ood. Routinely, six-day-old blood is frozen, and
if you do go on for expiration and rejuvenate the
whol e thing that you're trying, the target that
you're trying to do is to regenerate the ATP and

the 2-3 DPG | evel s.



Forty years ago, there was also, and | put
this, I want you to understand this was 40 years
ago that deglycerolized red cells were viewed as
washed cells to remove the plasma, also to renove
white cells because they will reduce white cells
down to a two-l1og reduction. It doesn't neet our
current standards today, and so therefore that
cl ai m cannot be hel d.

But al so back in the '70s, it was thought
toreally, it was thought maybe this was the bl ood
that would be free of hepatitis. And what we did
find was that it did reduce viral load, but it did
not elimnate the risk for those--for hepatitis.
And then al so CW, nmany of us years ago used to use
CW as a frozen bl ood, deglycerolized blood, as a
source of CW-free cells.

Some of the historical disadvantages of
using frozen blood is that it's been time-consum ng
costly. Up to now, it's been
limted to 24 hours due to the open system And
while it reduces the viral load, it does not

elimnate the viral risk. And also we have new

very
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required tests that have beconme avail able. So,
therefore, it does require that a cryo sanple is
mai ntained to be able to retest those units.
Alittle historic graph here is that
frozen blood really becanme popular in the '70s, as
far as a |l ot of hospitals, local hospitals, blood
centers using it. | refer back to ny days at
M chigan State, back in the '70s, and our small
community of Lansing and East Lansing, M chigan
We had the American Red Cross with the frozen red
cell program and |Ingham Medical Center and al so
E.W Sparrow Hospital. So three |ocations in that

one small area had frozen bl ood avail abl e.

What happened, though, was towards the end

of the '80s, when the DRGs started kicking in, the
hospitals found that this was very costly, and they
could not really support the cost of a frozen bl ood
progr am

You see ny graph continues to go up
because in the early '80s the mlitary really got
into a process of thinking about, and what the

docunment was called, it was called Mlitary Bl ood

52



Program 2004. What woul d the bl ood community | ook

like in 2004? Well, guys, we're one year away.

And one of the things that the nilitary really

pushed back then was that we needed to have a

frozen reserve avail abl e--pre-positioned, pre-tested in
strategi c |l ocations throughout the world.

Al'so, throwin there that we have the
GWs. GWs cane on in the early '90s, and that may
have had sone effect on the popularity of using
frozen blood, also the Gulf War. The Gulf War, we
had a lot of frozen bl ood avail able, but one of the
things was that it was not used that nuch because
we had plenty of tinme, and the liquid blood supply
was able to be put into place.

Then, 9/11 kicks in, 2001, and then we
start seeing another surge in interest with the
frozen blood, and both the mlitary and the
American Red Cross and NIH have | ooked very
seriously and have purchased equi pment to try to
nmove for a cl osed system

Today, if you |ook at the frozen bl ood

that's avail able. About 38 percent worl dw de of
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red cells, rare red cells, of the frozen bl ood
i nventory poses 38-percent rare cells, about 60
percent is a reserve by the mlitary, and that's
not only the U S. mlitary, but other NATO
countries such as Bel gium and t he Netherl ands, and
then 2 percent is actually autol ogous.

So is the concept of strategic frozen
bl ood reserves still viable after 30 years? Well
my answer to that is, yes, but re-engineering is
needed. | think in the conversion of noving ny
slide to the hide drive here, it sort of got nessed
up, and you see sone of ny points early, but let ne
just wal k you through some of ny points.

Re- engi neeri ng was needed. Boy, putting
in a hard drive really nessed this up, so bear with
me.

You need to be able to freeze al
anti coagul ants and additive solutions. Currently,
the device that has been cleared, which was cleared
back in May of 2001 by the Food and Drug
Admi nistration, was a closed system for Haenpnetics

based on CPDA-1 red cells frozen within six days
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and al so stored at minus 80 degrees Centi grade.

Subsequently, upon thaw ng, those cells
are washed and then an additive solution, AS-3 is
added to them and because it's a closed system it
woul d be 14 days.

The current problemis that the
requi renents that the conpany built the device on
and also did the clinical studies, was based on
what the mlitary was using at that time. And the
mlitary was using CPDA-1.

Now, this is where | have a di sagreenent,
and again this is ny personal view, and please take
it as personal view, but this is ny personal view
as a problemthat is currently being brought before
the FDA is that, once you take a unit of red cells
that are six days old and you renmpve the additive
sol ution, and you add glycerol through a process to
get to a 40 percent, then that's a glycerolized red
cell. And yet there has been a requirenment to go
back and to test all anticoagulants and al
additive solutions to ensure that the quality is

there and al so that the survival tinmes are
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conparable. So that's where the manufacturers are
at the present time--are going back to qualify the
ot her anticoagul ants and additive sol utions.

Anot her issue that is currently being
brought is the whole issue of tenperature because
of the original studies were presented to the FDA
at mnus 80, however, the CFR and the Anerican
Associ ati on of Bl ood Bank standards say m nus 65 or
colder. And so the FDA is requiring the
manuf acturer to go back and to qualify that
tenperature, also.

We al so need a cl osed system which the
new systemthat |I'lIl show you in a few m nutes
does. A closed system fromthe very beginning,
from addi ng the glycerol to removing the glycerol
it needs to be autonated, it needs to be sinplified
for mniml training. Again, keep the kiss system
in place, keep it as sinple as possible. Reduce
the sol utions.

One of the things that we |earned in the
mlitary was that, you know, when you're aboard

ship, you can't have a lot of fluids, and the whole



top deck of the two hospital ships is primarily for
fluids, for supplies. And so if you can reduce the
anount of solutions that you have, you can nobve
your army or your sailors better

The storage conditions. | already
mentioned nmechanical freezers. The CFR and the
AABB currently say m nus 65 or colder, but the
hang-up right now with this closed systemis mnus
80.

Reduce breakage. Dr. Valeri had an
excellent article this last | think it was March
in Transfusion, that showed, with the Merryman
met hod, with the stericon bag, that the breakage
was very high, as opposed to the PVC, and Dr.

Val eri strongly reconmends the PVC bag, the Baxter
PVC bag, that is qualified at m nus 80.

One of the things that | would, and I']|
show you in sone of ny recomrendations, is that
when you have extended storage, you reduce the need
to be able or to have to nove frozen blood. You,
the | ogistics change, the | ogistics now change to a

degl ycerolized red cell that you could ship as you
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normal Iy would ship a unit of packed red cells or
whol e blood at 4 degrees or a tenperature of 1 to
10 degrees Centigrade in the shipping.

The extended dating for the post-thawed
shelf life. Again, with AS-3, docunentation has
been 14 days, although there have been studi es that
show that could even go out to 21 days or even
| onger.

And then ny pet peeve is that many tines
when peopl e have frozen reserves, they ignore this
last principle, and that is integrating it into
normal, routine use. |If you integrate it in, you
get the hospitals, you get the physicians, you get
the technicians used to using it. This is the ACP-215,
pounds. It looks like very many of the
ot her devices that Haenonetics has on the narket.

On the left-hand side is a shaker, and on
the right-hand side is a printer that will record
all of the critical information that takes place
during the process. It tries to keep in mnd al
of the requirenents for the GW and record those

dat a points.
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This is a set-up with the glycerol. The
gl ycerol is hanging on the side, and it gets m xed
to what the mlitary uses as a primary collection
bag, and this would be the 800 M. PVC bag.

I know yesterday there were a few
guestions on the productivity for glycerolization--the 215
wel | -glycerolized red cells within 11
m nutes. You could do four units per hour, and the
only solution that you use is glycerol. Now, the
thing that you do not understand here and is not
clear fromthe picture is that | nmentioned in one
of ny earlier slides that the requirenent was to
reduce solutions, and in order to reduce the
sol utions, again, trying to make things sinplified
on the other end, when you want to deglyce the unit
of red cells is that you need to renove the
supernatant glycerol. So there is an additiona
step here of spinning the red cells down, renoving
t he supernatant glycerol and getting the hematocrit
back to a 60-percent vol une.

If you reduce that supernatant glycerol

then, on the other side, when you deglyce, then you
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can use only two solutions, the 12-percent sodium
chloride, and the .9 .2-percent sodiumchloride to
renmove the glycerol and then your AS-3 for an
additive solution.

The procedure tine for deglycerolization
is about 45 to 60 m nutes, depending on the size of
the unit. A larger unit will be going a little bit
longer. It takes | think, for a rough estimte, we
heard this yesterday about one hour. There's one
kit involved, and there's three solutions--re-agents,
shoul d say.

| apol ogize for the color on this. It was
all black, and I don't know what happened in the
transfer, but the protocol, if we |Iook at an 8-hour
shift, you could glycerolize 20 to 24 units. To
degl yce one person per machine, and that's just, |
shoul d just say one nachine is 20 to 24 and 5 to 6.
For 16 hours, you could go 40 to 48 for
gl ycerolization and deglyce 10 to 12.

Now, as was nentioned yesterday, if you
had mul ti pl e devices, one person could operate

quite a few devices. And the process is that if
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it's going to take 45 mnutes to 60 m nutes to run,
you could set it up, start it, and nove on to the
next device and set the process going.

So let ne ask you, strategic reserve, is
it a pipe dreamor is it reality? And one of the
things I just would Iike to add, and again pl ease
remenber that my conments are ny comments and not
recommendati ons from anybody el se, other than Jerry
Hol mberg, but | would have to say, as far as the
task force, the comments that Karen mentioned
yesterday, | think that a better approach woul d be
to have a, | shouldn't bipartisan, but a
pluralistic approach, | should say a pluralistic
approach to the reserve, a pluralistic approach
being liquid blood and al so frozen bl ood.

When you have an emergency, you don't want
to be collecting blood at that tine because it's
going to take you hours, days to get it conmpletely
tested. You don't want to, you want to be able to
i medi ately get the blood off your shelf and get it
to where it's needed.

The frozen bl ood, as was nentioned



yesterday by Comrander Bartley, is a stop gap, and
it is to back-fill the needs of the |oca
facilities. | think strategic reserves are
necessary for our seasonal shortages, such as
holidays. W all, this last year, we had sone,
here in the D.C. area, had some trenendous
snowstorns. | bought a snow bl ower the 1st of
February, and | used it for three major snowstorns,
and | thought | left that when | left Bowing Geen
and M chigan State.

And by the way, | think Bowing Green is
worse than M chigan State, as far as the anount of
snowf al | because at Bowl ing Green you get the
drifting.

[ Laughter.]

DR. HOLMBERG. You know, illnesses we al
face ever year, we face the colds and the flus and
things that cone up. So | think that strategic
reserve is a great way to sort of take out the
val l eys in our blood supply.

I think that it's needed for both |oca

and national disasters. | hear all the tinme people
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sayi ng, well, you know, in Cklahoma City or in
Kansas City or in New York, New York, with the
Trade Centers, you know, they didn't really use
that much bl ood because of the casualties. Well
you know, that's unfortunate, and big disasters
like that, yes, there's going to be a | ot of
casualties. But fromtine to tine there is going
to be that local need for a surge in the bl ood
supply, and there's going to be a surge--there's
going to be a need to backfill that surge.

The strategic reserve | believe is needed,
again, for honmeland security, in addition to |oca
and national disasters, and also as we face this
year energent pathogens such as SARS--and West Nile
has been with us for a few years--I think it would
hel p even in taking care of those kinds of
situations.

Agai n, my personal opinion, but what is
needed? | think we need a strategic national plan
And this may be heresy to ny coll eague sitting over
here in the blue uniform but | strongly believe

that there should be a strategic conplenent to the
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mlitary system The military system we need to
have a ready reserve within the mlitary at al
times. That does not nean that fromtinme to tinme
the civilian sector, which all of us are taxpayers,
could not, should not be hindered fromgoing to
that reserve and saying, hey, |ook, we need bl ood,
let's move sone of the inventory and work that.

The whol e idea is keeping it going, meking
sure that the total defenses of our country are
met, and the first priority is to the nmilitary, but
| say secondary responsibility is to the civilian
sector.

We need strategic |locations. | don't
think that we're talking just one or two | ocations.
We're not talking the mlitary has two | ocations,
one outside of San Francisco, the other one at
Maguire in New Jersey, which is Philadel phia and
New York City. | think that 16 is probably
unmanageabl e, but | think that sonme strategic
| ocations with a workabl e nunber, on the coasts, on
both coasts, and also in the md would be very

benefici al .
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| also agree with Dr. G lcher, and that is
that the reserve--1 think we shoul d | ook towards
Group O bl ood and havi ng those reserves avail abl e
for and eliminating any potential problens in a
di saster of Group O mismatches and just work with
the Goup Os, both positive and negati ve.

The next comment that | would like to
rai se, as was nentioned the other day, the 10, 000
units came up as a target level. That was sort of--
that was specul ation or just a guess. But
we do need to come up with target |levels. Wat
could we be able to have available, both |iquid and
frozen, to be able to nove to strategic |ocations?
And renenber again that in 9/11, we did not have
our air traffic. And that created a major problem
So we have to make sure that we do have target
| evel s and we al so have strategic |ocations set up

Also, | would strongly reconmend t hat
i nstead of sitting on a frozen reserve and let it
just sit there, | think that you need to constantly
be rotating it and replenishing it. | think one of

the problens that the DOD had early on was that
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they collected a |arge bolus of blood back in the
early 1990s for frozen inventory and then the ten
years cane and wi thout the subsequent replacenent.
And | think we all know that criticismthere, but
it's an idea that you have to constantly be
repl aci ng your frozen inventory.

So I'l'l conclude with questions that you
nm ght have for ne.

DR. PENNER: Jerry, just a quick question
because this hasn't been handl ed, but |'m presum ng
the information is there. Red cell survival in the
frozen products now with the present additives is
conparable to what we woul d see in npst cases with
the liquid blood, and the other thing would be the
oxygen delivery of the frozen blood once
reconstituted.

DR. HOLMBERG. Well, as far as--the FDA
does have a requirement for red cell survival, and
that must be the 70 percent or 75 percent--the 75
percent. And so, you know, there will be alittle
bit lower red cell survival than with fresh bl ood,

if you were using fresh bl ood.
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Now, as far as--but, still, any
anti coagul ant or additive solution has to neet that
requi renent for the expiration period of time. The
2,3-DPG and the ATP levels, if you collect this at
day six and you freeze those red cells, the levels
of ATP and 2, 3-DPG are maintained at those--in the
frozen state.

DR. PENNER: As | recall, though, the 70
percent, is that 24 hours, wasn't it?

DR. HOLMBERG. Seventy-five percent, 24
hours later, 75 percent of the red cells nust be in
circul ation.

DR. PENNER: We never really checked the
survival tinme, half-life, 25 days, sonething |ike
that, so--and that data is around sonepl ace, but it
never was focused on as whether the cells really
survived 48 hours or 72 hours.

DR. HOLMBERG. That's a good point, and
woul d direct you to the article by Dr. Valeri. It
appeared July 2001 in Transfusion, and | know that
the nost recent study that the American Red Cross

and Haenonetics is doing is |ooking specifically at
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that, not so nmuch from an FDA requirenent but for
publicati on purposes to be able to put that in a
publi cati on.

To answer your question, | don't have that
data right off the top of ny head.

DR. PENNER: Ckay. And maybe one ot her
question if | can. That is, outdating on a
conti ngency, what would your feeling be to extend
outdating for liquid blood under certain
ci rcunst ances, an emergency use, to 47 days, to 50
days, to 60 days? W know that at 42 days
everyt hing doesn't dissolve, that the red cells are
still red cells, and we've got plenty of data that
show that if you extend it on out, you |ose
sonmething. But you don't | ose everything. You
still have an oxygen delivery system

DR. HOLMBERG. Well, | would caution you
there, and you just hit a nerve with ne; that is,
think it's wong to nanage an i nventory based on 42
days, primarily because although the ATP | evel s--or
| should say although the 2,3-DPG levels will cone

back within 24 to 48 hours to the normal |evel, the
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problemis that if you have an acute situation and
you have trauma patients, do you really want to be
punpi ng themwi th that kind of blood, or do you
want to give them fresher bl ood that has nore
readi |y avail abl e oxygen of fl oad capability?

And so ny question is that, again, | would
frown agai nst goi ng beyond the 42 days, extending
that. | think that we need to nmanage our donors
and manage our inventories so that we're working
with a shorter inventory.

DR. BRECHER: Andy?

DR. HEATON: Yes, | have sone conments on
bl ood storage. The new additives have very high
post-transfusion recoveries of 42 days. They run
about 85 percent, between 80 and 85 percent. And
as for the DPG issue, DPG has a half-life, once you
collect the unit, of about ten days. So at six
days you' ve | ost 50 percent of your 2,3-DPG  The
reality is it's regenerated with a half-life of six
hours when it's been transfused, and there's
absol utely no evidence that |ong-stored bl ood

doesn't transnit oxygen. There are nany other



factors of oxygen offloading and onl oadi ng t hat
woul d suggest that even long-dated additive stored
blood will be quite effective, even in a casualty
si tuation.

So | don't see that there's a quality
issue here. It's really a matter of just recording
the integration of the new additives with the old
frozen storage solutions and getting that on the
record.

DR. BRECHER: Jeanne?

DR. LINDEN: Jerry, could you educate as
to what's involved with the validation of the 14-day shelf
life for the other additives and
tenperature conditions and so forth? And did
understand you correctly that such studies are
underway for the presently used additive solutions?

DR. HOLMBERG Yes. Studies have just
been conpleted for AS-1 and AS-3 at the various
tenperature ranges. The AS-5 is currently in the
process, waiting on the mlitary, and the funding
for that, | believe, to study that.

What is required to conplete those studies
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has been to be able to prove at two different
tenperature ranges, at both a 70 plus or mnus 5
and at an 80 plus or minus 5 to make sure that the
range of, you know, m nus 65 or col der based on the
m nus 80 is equivalent and that there is no problem
with that. Also, in-vivo survivals are required
along with red cell quality paraneters.

I think that answers your question.

DR. BRECHER: Jay?

DR. EPSTEIN. Are you al so studying use of
rejuvenation solutions to permit delayed freezing
with the systenf?

DR. HOLMBERG. Currently I amnot. | know
that the Red Cross is |ooking at a pilot study, but
| can't elaborate any nore on that.

DR. BRECHER: Keith?

DR. HOOTS: Just a logistical question in
terms of disaster relief and that sort of thing.

You had suggested that you'd use frozen supply to
repl enish, just as the mlitary proposed, the acute
liquid supply that was used for the i medi ate

managenment. How do you foresee the coordination to
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occur? For instance, if there's a mjor disaster
in New York, and Phil adel phia i mediately ships X
percent of their available supply to New York to
provi de the second wave of supply, who should be
responsi ble then for freeing up the frozen supply
to repl eni sh Phil adel phia? That's one of the
things | guess, when you're tal king about how to
fit this whole thing together, is this sonething
where it would just be--you would just requisition
it because there was a need? O should there be
some supervisory planning group that says, okay,
fine, can Philadel phia release X thousand units
and, therefore, we immediately within 24 hours
could use the frozen supply?

DR. HOLMBERG. Well, | agree with you. |
think that there needs to be a guidance, sone sort
of group or consortium com ng together, whether
that is mandated by the government or just on the
vol unteer or the bl ood agencies out there. And
think the first big step is the task force that
Karen nmentioned. And | think that it woul d have to

be worked out with agreenents. Ideally, if
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Phi | adel phia had their own frozen inventory, they
would dip into that and start replacing that.

Now, as far as who covers the cost, |
think we need to work--those are issues that need
to still be worked out.

DR. HOOTS: But | understood you to say
that you thought 16 depot sites were probably too
many. So, logistically, you mght be tal king about
eight around the U S. So, presunably, if you
really were tal king about a depot system then
Phi | adel phia m ght be a site, but in that sense it
woul dn't bel ong just to Phil adel phia.

DR. HOLMBERG. No. And, again, that goes
along with nmy concept of the civilian and the
mlitary working together.

You know, | would view a kind of a concept
like that that it would actually be--it would
really be--the primary goal, the primary objective
is our arned forces, but secondary woul d be our own
internal security. And working out of that
i nventory, and whether it's, you know, six places

or eight places, there may be a requirenent to
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backfill Philadelphia with liquid blood for a
period of time until they could get their deglyce
done.

But | firmy believe that during a
di saster is also not the tinme to be collecting
donors. | think you need to be redirecting sonme of
your energy in other |ocations.

COLONEL SYLVESTER: I'd just like to nmake
a cooment. | think sone of what Jerry is talking
about and ot her people alluded to already exists.
There is much conmuni cati on between the mlitary
and the AABB, the ABC, the ARC, and we have at
ti mes, when necessary, shared our inventory. W
purchase fromthem and then we'll turn around and
supply them when we have excess and they're short.
That occurs now. So | don't want the panel to
think that our inventory is never touched by
anybody else. W do rotate our inventories in and
out and share them when necessary, as happened
after Septenber 11th, because we did have the ASWA
at Maguire, which was driving distance to New York

City. W were ready to push whatever was needed at



Maguire forward into New York City. It just wasn't
needed. But it was stationed there and ready to be
put on, and we do the work through the task force
and we do the work informally in our coordination
with the other agencies.

DR. BRECHER: |f there are no other
gquestions or comments, we'll take a break unti
10: 15.

[ Recess. ]

DR. BRECHER: Okay, if we can take our

seats?

We're going to allow one other conpany rep

to make a comment. Steve Binion | believe wanted
to make a conmment fromthe previous tal ks from
Baxt er.

MR. BINION: Thank you, Dr. Brecher and
the Comrittee. Just very quickly, two conments as
a followup to the industry conments earlier

I did want to just bring to the
Committee's attention that fromthe standpoint of
new t echnol ogies related to potential inprovenent

in availability of blood products, in addition to
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apheresis systens for collection of red cells on
the market by other manufacturers, Baxter does
produce an ALYX apheresis system This is a nobile
system which is available for sinultaneous
col lection of two units of |eukoreduced red cells,
with a total collection time of 20 to 30 mi nutes.

And then just a quick followup to the
comentary regardi ng bl ood pack unit manufacturing
capabilities and supply, Baxter does maintain
mul ti pl e redundant nmanufacturing plants and
capabilities, and, in fact, our total capacity is
sufficient to supply the current U S. nmarket
requi renents in the range of 15 to 20 nillion bl ood
pack units per year

So | just wanted to add those comments to
the record fromthe standpoint of manufacturers.
Thanks.

DR. BRECHER: Okay. Thank you, Steve.

We'lIl now nove into the public coment
portion. Are there any public coments?

[ No response. ]

DR. BRECHER: |If not, we're going to nove
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to the--oh, I'msorry.

MS. ODAY: |I'mMriamO Day, and |I'm here
on behal f of the al pha one community and the i mune
deficient community.

DR. BRECHER: Pardon me, ma'am Just a
mnute. |Is this about the HOPPS thing or--

MS. O DAY: It is.

DR. BRECHER: Okay. We're not there yet.

MS. O DAY: Okay.

DR. BRECHER: We're going to tal k about
HOPPS a little bit later. W just want to do the
di scussion fromwhat's al ready happened.

MS. O DAY: Okay. M apol ogi es.

DR. BRECHER: Then we'll open it up again.

MS. O DAY: Thank you.

DR. BRECHER: Okay. |If there are no
comments about the previous discussions--1'"msorry
| didn't clarify that--what |'d like to do is
di scuss two things. One is what has al ready ben
di scussed or presented in the neeting about supply,
reserves, et cetera, and there's already been one

notion that there may not be any resol utions we



want to nake. And then | want to just nmove on to
an update over the question of the Dr. Carnpna
letter and the question of reconbi nant factors.

Let's just first deal with the question of
do we need to have a resolution or do we just need
to take this as information and then go on to other
nmeetings to expand and get further feedback from
the interorgani zational task force as to what their
status is, et cetera. Mark?

MR, SKINNER: During the brief Committee
di scussion earlier, | had two questions | wanted to
ask, and the second one | didn't ask. And it cane
up, | think, in two different presentations
yesterday, and | think it's a piece of information
that at |east would be helpful to nme as a consuner.

The di scussi on was around when there are
new tests that are devel oped after the products are
frozen. | think the statenent was nade that, with
the authorization of the physician, they could use
a non-tested product, |ike when the West Nile virus
was inplenmented. | didn't hear anywhere in that

cont ext under what conditions the physician can use
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it, if it was energency only, or if the consuner
was ever informed that they were using it, if it
could be used on a routine basis, you know, after
you had given your general assent. But | think we
need to probe that area a little bit if we're using
products that have not been tested with the | atest
tests.

DR. BRECHER: Anybody want to respond?
Cel so?

DR. BIANCO: | can try, Mark. There are
routi nes established in all blood centers,
collecting facilities, that involve an emergency
rel ease, and this occurs regularly with an
extrenely rare unit of blood that is being stored
for many years when other tests come. And it's
going to be--there are several levels. The first
I evel is obviously the notification and acceptance
of that unit by the hospital and the physician that
needs that unit. And that physician, in
conjunction with the patient, will obtain an
i nformed consent, will then discuss. Frequently

it's not even a question of informed consent about
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the patient. Those units are used in extrems.
And so it's the family of the patient actually that
ultimately will be--it's like a |life-and-death
decision that will lead to sonmething |ike that.

But, actually, in all FDA guidances that
you will find in all materials, there is always a
smal | chapter, a snmall paragraph that will discuss
what kind of |abeling--that unit that doesn't
conformto the current specifications, howit
shoul d be | abel ed and what the requirenments for an
energency rel ease.

DR. BRECHER: Karen?

MS. LIPTON: | also just wanted to add
that under the AABB standards there's a section on
it called energency release for what we call non-conform ng
product, and that would require that you
get the--that you informthe physician. Now, you
know, as to whether the physician goes back and
says something to the patient is really between the
physi cian and the patient. In nost cases, though,
once you go to energency rel ease, the physicians

aren't accepting the blood, anyhow. So it's--you



know, it would really have to be dire circunstances
before they would do that.

I think your question, though, Mark, also
goes to this question of how do you rotate
i nventory when we're introducing a new test. And
that is generally sonething when we're introducing
a new test that we do discuss with the FDA, and a
| ot depends on really the significance of the test,
whet her you woul d go back and test all of your
inventory. There are different circunstances with
West Nile. | think when we were tal ki ng about not
so much the testing but even sone of the questions,
some of the issues related to whether there really
was any different risk as of the day we started
testing or not. But testing inventory is
generally--it actually is sonething that's al ways
addressed as a new test cones up as to whether
that's something that needs to be done.

DR. BIANCO  And, actually, just to
conpl ete what Karen said, very appropriately, it is
that for the nost inportant tests introduced in the

| ast 15 years, | would say, there was al ways an
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attenpt by the testing facilities to test them
within the first day or two, notify the hospitals
to hold their inventories, not to transfuse during
that period until they could replace the inventory
in the hospital with a tested inventory.

MR, SKINNER: | think just the issue that
I was trying to get to was whether there was a
di fference between an enmergency situation or
whet her they could be routinely put back into the
supply with just the doctor's assent. And it
sounds |ike what we're tal king about is the
energency situation. So that wasn't clarified in
either of the comments yesterday, and maybe that
was just information that was assunmed. But |
want ed to--

DR. BRECHER: Yes, West Nile virus
testing, of course, has been sonewhat of an
exception because it was a seasonal illness, and so
it wasn't felt that we had to go back and test the
prior inventory. But | can tell you, for exanple,
we had a patient with six antibodies. W searched

the whole country for units of blood, and the
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pati ent needed a liver transplant. And sone of the
only units we could identify in the country were
collected | ast sumer and were not tested for West
Nile virus.

W were prepared to use those if we needed
to. The patient actually didn't make it |ong
enough to get the liver transplant. But it was an
extreme situation.

Ot her questions or comments? Is it the
Committee's feeling that we do not need to have a
resolution that comes out of the presentations nade
so far in this neeting?

DR. BIANCO. | may disagree with Karen
that we don't need--it's not necessary--it doesn't
have to be called a resolution, but I think that
mar chi ng orders to the disaster task force to
address the issue and cone to us within a certain
reasonabl e period of tine.

MS. LIPTON: W could certainly do that.
| nean, they're going to do it no matter what this
Committee does. So if they'd |ike to say we

encour age your--you know, support your efforts, but



it was--it's in the process, and it's not going to
st op.

DR. BRECHER: Right, and we anticipate an
update in the January neeting.

Yes, Chris?

MR. HEALEY: |'mneither in favor nor
opposed to a resolution per se, but the one coment
that | heard repeatedly yesterday was the need for
Federal funding for a reserve if there indeed is
one created. So that mi ght be the basis upon which

to carry sonething.

DR. BRECHER: Well, | think until we have
a firmplan as to what kind of reserve, | think
that may be premature. | think that would be the

intent of the Conmittee, but we need to know
exactly what it is that we want to encourage.

Okay. Mat?

DR. KUHNERT: Being new to the Committee,
| saw there was a history of this issue being
di scussed in the past and that there was in the
past a need to devel op systenms for nonitoring, and

now it seens there are nmultiple systens for
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monitoring. So the only thing that | think would
be wise to urge is to have one system or at |east
if there are different systens, that they have
clearly different purposes. So |I'mnot sure if
that's sonmething the Comrittee can do to urge, but
it just seens with all these different systens
there is some need to integrate them

DR. BRECHER: Mac?

CAPTAIN McMURTRY: If | may, |'m not
really prepared to tal k about the nonitoring.
There's stuff going on. | just wanted to let you
know that the idea that had been out there for a
while, which was to | ook at the current DHHS system
to have it analyzed to see how accurate it was, how
relevant it was, that analysis is ongoing. W have
gotten a couple of the deliverables. Those are
sort of ricocheting around in the Departnent right
now. No action has been taken, but we're
anticipating it. But it's alittle premature to be
sayi ng what that action is going to be. But the
t hought is to consolidate what the Departnent has.

DR. BRECHER: Maybe we can ask for an



update as to what the status is at the next
neeti ng.

CAPTAIN McMURTRY: It would be mature at
t hat point.

DR. BRECHER: John?

DR. PENNER: | agree, just frompolitica
aspects, that maybe not nmaking a statenent unti
we're ready to cone up with sonmething solid and
concrete would be better than delivering a | ot of
smal |l resolutions along the way, which then will be
di | uted out.

DR. BRECHER: And we can set a precedent
that we don't have to have a resol ution.

Lol a?

DR. LOPES: | see a connection between the
nmonitoring and the problemthat was di scussed a
little yesterday of identification of individua
units. It seens like if we can get to the point
where units are bar coded, that nonitoring could be
linked in a single systemso that it would occur
automatically any tine a unit noved frominventory

to another place, cane into the system it would
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all be done at once.

| think this is something that is worth
hard consi derati on because | think that that in
some ways m ght be sinpler to do than the kind of
monitoring that we do with human reports.

DR. BRECHER: W have a very fragnmented
system and it's a huge system There are sone
countries that do a nuch better job of tracking
that maybe we can get some further information
about in the future. But they tend to be a
fraction of the size of our system

Kar en?

MS. LIPTON: | wanted to mention that al
the units--they are bar coded, but | think what
you're tal king about is a single, and there is a
system that has been inplenented in sonme places,
but not all, and it's the 128 | SBT, which would
assign a unique code to every single unit and
product. And that is sonmething that has--it's been
on hold. It is not as sinple as you coul d imagine,
because to nake sonething that would work for

everyone woul d require everyone's conputer systens



to be able to handle this. And that is, frankly,
the huge bar to this because changi ng a conputer
systemin a blood center is--it's a very regul ated
function, and it's sonmething that just--it just

takes tine.

So we're aware of it. | think it's
sonmet hing that could contribute toit. |It's a huge
financial conmmtnent. |It's also from many bl ood

centers requires a trenendous conm tnment of
resources to change. And we've said this before.
This is a very fragile industry, and we don't just
have--you know, you pick your priorities. And
think the sad truth right nowis that this is not
the top priority given sonme of the other things.

If we had a different rei nbursenent system if we
had something that said this was very inportant, it
coul d work.

So, as | said, | think it's out there.
think it's a matter of resources, and it's a matter
of priorities.

DR. BRECHER: That was a good choi ce of

words: "a bar to bar coding."



Mac?

CAPTAIN McMURTRY: 1'd like to coment
once again on the nonitoring issue. As Karen said,
it's a very fragnented system and what we have
found, when you go froma pilot test of nine sites
to 29 sites to 5,000 hospitals, and then another
however many conmunity bl ood collection centers
there are, the conputer systens are so different
across the spectrumthat comng up with any kind of
a nonitoring systemis going to be very difficult.

DR. BRECHER: Well, it certainly wouldn't
be an automated system You probably would have to

i nput at the Internet level daily.

Jay?
DR. EPSTEIN. | just want to come back to
the i ssue of meking recommendations. | tend to

agree that | may be premature for us to nmke
addi ti onal recommendations at this neeting,
especially given the history that we've repeatedly
made recomendations in the area.

On the other hand, | think that there's a

core issue where the Cormittee could provide a
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useful service to the Departnment by coming to
closure, and that's on the question of the need for
what Jerry Hol mberg called a strategic nationa
plan. And | think it's one thing to call for, you
know, studies of the issue and to call for support
for devel opnment, but the central question, it seens
to me, is: Do we want/need a strategic nationa

pl an? And what is the governnent's role in that?

I think that it's a bigger question than
the way we've approached the issue in the past.
There have been nany tinmes when the question has
been rai sed who shoul d nanage bl ood in energencies.
| renmenber nmore than a decade ago that the sane
gquestion was asked in the devel opment of what is
currently the FEMA pl an, and, you know, we've
revisited it in the wake of various natura
di sasters, and then we've been revisiting it in the
m nd-set of counterterrorism

And each tine the answer has come around
to, well, industry can take care of this. And
that's okay, but | think that what we need to ask

is: Are the right things happening? And is there



a nore directive role needed by government? O
even is it just a question of financing?

And | think that the role of governnment in
this remains unclarified, the necessary role of
government in this remains unclarified. And
think that although the existing efforts within the
AABB | nterorgani zati onal Task Force are notable and
conmendabl e, it bears sonme exam nation whether
we're getting the thing that we want done. And
what are the obstacles? And is there a barrier
based on the current relationship with the Federa
Government? In other words, are there sone things
m ssing that should be there?

So | just kind of think that what we're
really dancing around is a core issue, which is the
role of governnment, and that we need to cone to a
poi nt of advising on that.

DR. BRECHER: Karen?

MS. LIPTON: | agree with you, Jay. |
don't think the tinme is now, though, because
think for us to make recommendati ons about the role

of governnent or not, when we don't even understand
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what we're dealing with. | do think that at a
poi nt when, you know, private industry could cone
back and say, well, this is what we've conme up
with, and then you can say, all right, what are the
whol e--you know, is there a better way to do this?
WIl this satisfy? Wat are the purposes?

I think we need something concrete to dea
with, and, you know, to sort of start right now and
to make a suggestion, well, we think soneone shoul d
study national strategic reserves would frankly
make ne--or a national strategic plan would nmake ne
very nervous, because it has to be, you know, built
on a systemthat we know we can handle. And at
| east when we cone back fromthe disaster task
force--and we're going to be very honest about what
we think the barriers are. And if sone of the
barriers are we're too fragnmented and sonebody
needs to step in here, | think it will be pretty
apparent .

DR. BRECHER: Jay?

DR. EPSTEIN. Well, | wasn't trying to

advocate recommendati ons now, so | agree with you,
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Karen. But | think the inplication of what you're
saying is that the Comrittee ought to ask the AABB
I nt erorgani zati onal Task Force to conme back and
present its current thinking.

DR. BRECHER: Right. W have already said
that they were going to--you may have been out of
the room when we did that.

I think Jay raises an interesting question
about what is the role of governnent, and maybe
it's a bigger question, not just for energencies
but what should the role of governnent be in
managi ng the bl ood supply on a daily basis. And
that may be sonething the Commttee could visit at
some point.

Cel so?

DR. BIANCO | certainly--1 want to
express a certain concern about the question. |
think that the difficulties that we have been
having in shortages and i ssues of this kind, they
exist. And | think that many of the reviews and
studi es that have been done have shown that the

entire systemis underfinanced. It is not a
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qgquestion of managenent of the system

Whenever we find the resources, we get the
donors, and actually | nmust say that while sone
areas cry a lot that we don't have the bl ood, we
don't have the bl ood, but we recovered even from
t he substantial donor |oss that we had since | ast
year with nultiple deferrals, including the vCID
deferrals, that they total about 10 percent of our
donor base. And it was very serious.

We have been able to address shortages
that were caused by natural disasters and other
di sasters, and we hear Dr. G lcher every tine,
beauti ful systens and the beautiful ways he has
been able to deal with it.

Yes, I'd like it to be discussed, but 1'd
like us to think of the role of governnent as a
supportive, probably some coordination,
facilitating communi cation, but nostly supportive.
I think that the bl ood banking conmunity has shown
that they dealt with a lot of difficult situations,
and with that, the patients have bl ood.

DR. BRECHER: Paul ?



DR. HAAS: | think the question of private
sector versus governnent, as always, is very
difficult. | hope |I'mnot m sconstruing your
wor ds, Karen, but having industry decide what it
can do and then ask where the help is is a
di fferent question than saying there's an
interactive relationship and we start out the
process thinking in terns of where the interaction
t akes pl ace.

I don't know how you start that. Sonmeone
has got to cone up with the first step, which is
maybe what the task force is doing. But if
government is always what cones in to plug the
hol es, the probability, | think, is that the
government will do that poorly because it wasn't
part of the integrated approach to things. And so
somehow we have got to be meshing the two
constantly.

DR. BRECHER: Karen, does governnent have
a seat in the Interorganizational Task Force?

MS. LIPTON: Yes. The FDA and the CDC are

on tier one.
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DR. EPSTEIN. And the Departnent.

M5. LI PTON: Excuse nme?

DR. EPSTEIN. And the Departnent.

MS. LIPTON: And the Departnment, that's
right. HHS, Jerry Hauer. So there is definitely
an opportunity for the governnment to play a key
role in this as we deliberate in terns of what we
think the roles and responsibilities and needs for
t he governnent.

I nean, the one thing | will tell youis
that, having worked with HHS during these tinmes of
del i beration, they're not so nmuch in a command and
control node right now. They want systens to worKk.
But everybody's got their hands full, and | think
they're really looking for and working with a | ot
of private-government partnerships. |It's nore
al ong the FEMA |Iine, you know, where the rubber
hits the road is in the [ocal conmunities, not
sitting up in Washington, D.C.

| think, again, | would encourage us as a
first step to let this group cone back and have HHS

and FDA and CDC sitting at the table, and then if
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it just doesn't look rational or if we want to pass
it on up to HHS and say, well, maybe you want to
take a |l ook at this, but here's just sone
background thinking, | think that's fine.

DR. BRECHER: O her questions or coments?

DR. BIANCO | just want to support what
Karen said. | didn't want to sound negative about
what | said. | just wanted to express concern.

And this task force has been working in a sinply
spectacul ar way. | couldn't say anything |less than
that. It has been always there, everybody has
contributed tremendously, and it includes not only
t he bl ood banki ng--the collection facilities and

t he governnent, but also manufacturers. And so it
is the entire--as Jeff Mripol was saying this
norning, the entire supply chain is there. And
that's very, very inportant.

DR. BRECHER: Okay. |If there are no
further conmments, | think we can nove on to discuss
the i ssue of one of our prior recommendations. As
many of you recall, in January of this year the

Committee made a recommendation that--1'"mgoing to



just hit the highlights, where we reconmmended t hat

the CMS carrier nmanual provisions regarding

rei mbursenent for henophilia clotting factors, that

it includes outdated term nol ogy such as "heat-treated

variety" and "non-heat-treated variety"
clotting factors; and that it was requested that
the term nol ogy be updated.

The Conmittee al so wished to reaffirm at
that time its previous recomrendati on regardi ng
reconmbi nant clotting factors and recommended to the
Secretary that the Secretary direct CMs to pronptly
revi se the manual provisions regarding
rei mbursenent for henophilia clotting factors, to
renove all insurance barriers to recomnbi nant
t erm nol ogy.

This led to a response from Dr. Carnona,
who was the Acting Assistant Secretary at the tine,
whereby he wote us in April, wote the Conmittee
regardi ng "your recomendati on about rei nbursenent
for reconbinant clotting factors. | asked NHLB

for an evidence-based review of the effectiveness

of reconbi nant factor versus native or nonocl ona
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factor. NHLBI reported that its initial review
found no studies that showed a definite advantage
of one over the other."

Then, the last, he said he would recomend
to the Centers for Medicare & Medicaid that they
study the cost-effectiveness of reconbi nant
clotting factor to determne if the | anguage
contained in its carrier manual shoul d be nodified--which is
not quite, | think--it was not quite the
intent of the original resolution.

This led to sone consternation on the part
of a variety of players: the National Henophilia
Foundati on, ABC, AABB, et cetera. So that Mac
McMurtry, myself, Art Lawence, and Dr. Beato, we
all got together in June to discuss this. And this
led to a second letter fromDr. Beato, which is
i ncluded in your package, and maybe we shoul d take
a mnute to allow people to read that, if they
haven't read it already.

[ Pause. ]

DR. BRECHER: Okay. 1'd like to open this

topic for discussion by the Commttee. Jeanne?



DR. LINDEN: Well, | just have a question

Do we know who wrote this? Because people at this
level in ny experience never wite their own
letters, and it |ooks |like the other one was
written by Mac.

I mean, if we knew who wote it, then we
could find out better the intent, rather than
perhaps overinterpret or msinterpret a few words
here.

DR. BRECHER: | think it's fair to say
that the content reflects input froma variety of
sources to Dr. Beato, who then incorporated this
into a letter that she felt confortable signing.

Is that political?

CAPTAI N McMURTRY:  Yes.

DR. BRECHER: |Is the Committee satisfied
with this response? | think that is the first
question. Jeanne?

DR. LINDEN: Well, in followup to that,
can you give us a little bit nmore information about
the di scussions at this nmeeting and, you know, the

| anguage about "while remaining fiscally
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responsi ble," what that is intended to nean?

DR. BRECHER: HHS felt that their mandate
is to be fiscally responsible and that they cannot
direct CM5s to pay for, for exanple, a product that
was out of the ballpark in terms of cost. They
have to be fiscally responsible to the citizens of
the U S. And, therefore, they felt that for drugs--and they
consider this a drug--they have to | ook
at this in the bigger cost-effectiveness picture,
al t hough they are m ndful that there are other
ram fications of this particular issue, and that is
where they--in the second paragraph, the Departnment
tal ks about their being acutely aware of the
concerns of the henophilia comunity and they're
m ndful of the | ost generation due to H V and HCV.

I would be curious what the henophilia
community feels about this letter. Mark, maybe you
coul d comment .

MR, SKINNER: | would be happy to comrent,
and nmy conments are not on behal f of NHF or any of
t he henophilia organizations. But | did author--I

shoul dn't necessarily say "author,"” but | did carry



the original resolution.

The letter that we received back, and
certainly read in conpanion with the letter to Dr.
Katz, | think is appropriate for where we are now.
There certainly remain issues, and the letters
hi ghli ght the issues that we've tal ked about on
this and others, that there's a |ot of econonic
i ssues that spread the ganut. And whether we
debate those points in terns of the econom cs and
the priority and what does and doesn't deserve
rei mbursenent, on this point this isn't the place.

I think the inmportant thing about these
two letters together is the strong safety

statement, which was not in the original response,

whi ch was very gratifying to see that affirnmed, the

commtment to address the outdated | anguage, which
was the essence of the original resolution. And,
of course, we recogni zed that that has to go
t hrough a process.

And then | think equally inportantly is I
interpret these that the Conmittee's origina

reconmendati ons which gave rise to the
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identification of this barrier in the CM5 | anguage,
whi ch we were seeking renmoval of, remain intact;
that they have not refuted the Comrittee's origina
reconmmendati ons and said recomnbi nant shoul dn't be
made avail able. They've tal ked about the
i mportance of the therapies. They recognize the
econonic costs. They recogni ze the safety.

So | think on bal ance, when you read it in
context with the full debate, it's a reasonable
response at this tine, but it clearly highlights
there's chall enges and there are still issues that
this Committee needs to address.

DR. BRECHER: Keith?

DR. HOOTS: Just to add to that, | agree
with Mark. | think probably the npst inportant
sentence is the second one: "There was never any
intent to discourage the use of reconbinant..."

I think regardl ess of what happens
econonically down the road, | think this sentence
can be brought back to say, since di scouragenent
can conme in any form including econom c

di scouragenent, to rem nd anyone that HHS own



record is saying they did not nean to di scourage
recombi nant .

DR. BRECHER: Now we'll take a public
comment .

MS. HAM LTON: Jan Hanilton, Henophilia
Federation of Anerica. | agree with what Mark said
and the other comments, too.

| do want us to be cautious, though,
because it may not have been the intent to
di scourage paynment for reconmbi nant. However, as we
all know, the states are in a trenendous econom c
bind right now, and if that letter had gotten into
any of the Medicaid systens, we could have been
t or pedoed, because we're already fighting that on
many state |evels right now where they're not
wanting to pay for reconbi nant product.

And | can understand it wasn't the intent,
but I think we still need to be careful, very, very
careful and very, very much in a nonitoring state
to see that our feelings about safety are carried
through to the proper levels and that there's

education on those | evels.
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When we tal k about economics, if you add
up the econonmic inpact of what we went through to
get reconbi nant product and the | ost generation and
the lawsuits and the Ricky Ray noney and all of
that, it's far nore than any difference in paying
for reconbinant therapy is. And | think that we
really have to take that into consideration.

DR. BRECHER: | think this Committee has
gone on record nmultiple tines in support of
reconbi nant factor, and | don't think--

MS. HAM LTON: We appreciate that.

DR. BRECHER: And | don't think the
Committee has any intent of stepping back from
those reconmendati ons. However, we can neke those
recommendati ons, and HHS can choose to accept them
i gnore them or countermand them

In this case, | think on balance this is a
| etter of support for our recomrendati ons where
they do not wish to discourage the use of
reconbi nant factor.

Lol a?

DR. LOPES: Just a little question about
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how the systemworks. 1In the states that are not
payi ng for reconbinant, does that nean that a
person who wants to use the reconbi nant gets
not hi ng, or do they get what woul d have been paid
for the plasma-derived product?

DR. BRECHER: Could you answer at the
m ke? O herwise, it will not go into the record.

MR, SKINNER: While Jan is wal king up, |
think the practical effect is that because you're
tal ki ng about Medicaid patients, they really have
no other options. So they're forced to accept what
t he governnent would provide for. Wether they
just receive the differential and pay the
di fference out of pocket, | don't know. They
probably couldn't and still qualify for Medicaid if
t hey have those kinds of resources.

DR. LOPES: But if someone else could cone
up with the differential, are we tal king about the
whol e price or just part--

MS. HAM LTON: Well, yes, if sonebody el se
could come up with the differential, they coul d.

But if you think about it, if a patient is on
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Medi cai d, they can't cone up with the difference.
You know, just like every patient who's on Medicare
they can't really cone up with the 20 percent
either. You can conme up with 20 percent of a
| esser product, but not of these products.

DR. LOPES: The reason |I'masking this is
because this is a case where it's clear that one
product is much superior to the older form of the
product. And so the decision is being nade that
this is not a sort of vanity product or one--

MS. HAM LTON:  No.

DR. LOPES: It's being nade purely on the
fact that it costs a lot. But we do pay for other
treatments that cost a lot if they' re based on
ot her technol ogies, l|ike, you know, |iver
transpl ants cost a lot, and yet there is no problem
about paying for liver transplants.

MS. HAM LTON: And the thing about that,
too, is the decision on what kind of product they
get then ultimately is not being nmade by the
pati ent and the physician. [It's being nmade by

whoever is paying for it.



DR. LINDEN: It's my understanding with
Medi care and Medicaid that they cannot bal ance bil
the patient for additional things that aren't
covered, other than established copays. So | think
the Medicaid patient basically mght in that
situation you're describing only have access to the
pl asma-derived product. | don't think they can
say, oh, but | want reconbi nant because | have this
ot her payer to add additional funds. | don't think
that |egally can happen.

So | just don't want to | eave a
m sinpression. | believe that's the answer to your
question. They would just have linited access to
certain types of products.

DR. BRECHER: Chris?

MR. HEALEY: W're lucky to have a
representative from CVMS here. | wonder if he could
el uci date wi thout putting himon the spot too much.

DR. BRECHER: Dr. Bowman? Welcone to the
Commi tt ee.

DR. BOAWWAN: Thank you. |'mnot very

famliar with the regulatory issues for the
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Medi cai d bal ance billing issues, which this
guestion was addressing. | don't believe--I think
Jeanne is correct. | don't believe that there's
any provision under the standard Medi care program
for any type of balance billing.

DR. BRECHER: What about availability in
terms of the fraction that is reconbi nant versus
derived fromplasma? WII this cause--is there
enough plasma-derived factor? So there's an
availability--the answer |'mgetting is that
there's not enough plasma-derived factor currently

in the market to neet the needs of henophilia, and

so there conmes a question of what can you purchase.

Kei t h?

DR. HOOTS: There woul d not be enough
pl asma-derived Factor VIII in the present narket.
I f everyone who was on reconbi nant were converted,
I nean, that's--there's no question about that.
There woul d be the potential to ranp up production
if that were the case. But, again, as | said | ast
time, the inplications go far beyond the United

States. This is a worldw de market, so it's not
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sonmet hi ng where you could just say, oh, well, that
woul d be what woul d happen. It would be one of
t hose expandi ng entropy problenms if that were to--you know,
if soneone were to try to undertake that
experi ment.

Furthernore, | think it probably would
have then cascadi ng--as Mark tal ked about earlier
this morning, it would have cascading effects in
the other direction to things like IVIg and things
that drive other plasma collections and stuff.

So | don't even think that is in the realm
of availability possible, at least in the present
mlieu of production. It would require expanding a
| ot of production facilities that don't presently--that are
not presently online, to put it that way.

DR BRECHER Larry?

MR. ALLEN: Well, |'ve been hesitant to
bring up this issue about perspective or perception
again. This letter does |eave the door open, in ny
perspective, in terns of if there was sone reason
there was an increase in the cost of, say,

reconmbi nant, for whatever the reason. It seens to



me that the door has been left open for there to be
sonme ot her people excluded fromgetting the type of
drug or treatnment that they need.

That concerns ne because although they're
sayi ng they understand what's happened in the past,
this issue of remmining fiscally responsible | eaves
a big perception in a lot of people's eyes that if
one thing--if sonmething does devel op and the cost
changes, that they're going to be a | ot nore people
that are going to be excluded from buyi ng and using
this product. And the nere fact that, as was
mentioned earlier, this is not a choice of the
patient or the doctor, this is a choice, once
agai n, of the insurance conpany or the people who
are actually paying the bills, then |I'm concerned
about that.

I''m al so concerned about the nunber of
pati ents who may want to use it but cannot because
they're in a state right now that won't pay for it.

DR. BRECHER: | think that it's fair to
say that the Cormittee is concerned about that as

wel | .
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Chris?

MR. HEALEY: Just a comment. | know we're
tal ki ng about sone disaster planning today, and
there's no doubt it would be a catastrophe if
reconbi nant weren't avail able and everyone had to
switch to plasnma-derived therapies. There aren't
enough on the market today or facilities avail able
to meet the demand that exists. But | think our
efforts mght be equally well directed at meking
sure that doesn't occur, and | think that is a
possibility, that we can nake sure it doesn't occur
t hrough outreach with the payors, through outreach
with CMS and through working with our congressiona
representatives and so forth.

So it's a disaster of a different ilk than
bi oterrorismor other things like that, and | think
it's sonething that we do have an opportunity to
i nfluence.

DR. BRECHER: Yes?

MS. HAGOPI AN:  |'m Judy Hagopi an, and | speak only for nyself

at this comittee neeting.
I"mwith HRSA, Health Resources and Services

Admi ni stration on the Maternal Child Heal th Bureau,
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and |'mthe Director of the National Henophilia
program and we've been hearing from consuners and
tracking this issue, and one of the mamin goals for
our federal agency is to ensure equal access to
quality care. | think the concern that | see
possi bly happening is that there is going to be two
different standards of care, and that those who do
no have sufficient dollars are not going to get
access to what MASAC considers to be standard of
care.

So what appears to be happening is that
there really could be two different |levels, or
standards of quality of care. So | just wanted to
share that since we represent all vul nerable
popul ati ons.

MR. ALLEN: Any options that you could
come up with that--

MS. HAGOPI AN: | don't have any options at
this point, but I know that we certainly are very
eager to collaborate with CMS and bring together
various individuals to |let them know how we

percei ve things and what we--how we perceive the
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i mpact could be. And we're very eager, very much
so, and we'd certainly try to be responsive to CMS
whenever they seek our opinion.

MR. ALLEN. Just so | understand, you are
saying you're hearing from pati ents who cannot get
the product that they and their doctor choose to
use?

MS. HAGOPI AN What we're seeing is that
with some of the Medicaid proposed changes,
patients will not be able to access reconbi nant.
It's definitely true what this person said over
there. | nean, for whatever reason, that is the
reality and will be the reality. W don't have--I
can't represent HRSA and say we have a position.
I"mjust telling you what | hear and what | see.

DR. BRECHER: Chris then Mark.

MR. HEALEY: One of the major ways that
states limt access is through a vehicle that's
call ed prior authorization, where you have to get
prior approval for administration of the therapy.
One of the mpjor ways that states could limt

access is through this prior authorization process.
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I know that a | ot of the stakehol ders, including
i ndustry, including NHF and ot her organizations,
HFA and ot hers, have been very active at the state
I evel , | obbying and advocati ng agai nst incl uding
bl ood clotting factors and other plasna therapies
fromthese prior authorization processes. So we
can get an exenption and a carve-out fromthese
prior authorizations so there won't be any delay in
access to the therapy, there won't be any mgj or
constraints on access to the therapy.

One success that was recently obtained
t hrough a col |l aborative effort was up in M nnesota
where there was a whol esal e carve-out of bl ood
clotting factors fromthe prior authorization
requirenents. | think there are six or seven
states now that carve out clotting factors or bl ood
conmponent products in general. So there's still a
ot of work to be done but there has been sone
progress made. And | know there's a | ot of
outreach to various stakeholders to try and
col l aborate to get that done across the board.

DR. BRECHER: Mark.



MR, SKINNER: Shifting back a little bit,
ki nd of what's been a thene of some of my conments
and discussions that |'ve had with some of you, if
we went back to |l ook at this kind of as a gl oba
i ssue, because the plasma therapies are really
different than the blood, we're | ooking at a gl oba
mar ket where products nmove and we're | ooking at
gl obal manufacturers. | think understanding the
consequences of these inpacts globally, the ripple
effects back to the U S., mght actually help drive
ot her argunments to the safety of the econom c issue
in ternms of just the capacity to make these
decisions. |'ve suggested a couple tines | ooking
at the plasma issue and looking at it in relation
to bl ood and what the gl obal market dynam cs are,
what the inpacts, the benefits, and kind of the
constraints that are presented, and how we perhaps
ought to really be | ooking at the plasma market and
the plasm therapies in the U S., and not | ook at
themjust sinply as a U. S. rei nbursenent structure,
but to understand the economics. |[It's beyond just

the rei mbursenent. We really need to have a better
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under st andi ng of the global dynam cs of the nmarket.

If we do that, then that's really part of
our role as an education process, and devising a
secretary, and that gives us perhaps a stronger
basi s and anot her argunment that maybe we haven't
used to date, as we tal ked about the availability
of both the reconbinant therapies, but all the
ot her advances in technol ogy that have cone forward
in the plasm field.

DR. BRECHER: O her comments, questions?

[ No response. ]

DR. BRECHER: | think we could npve on to
the question of HOPPS, and Pierre, | think there
will be sone resolutions conmng fromthe Commttee

DR. BI ANCO  Mark?

DR. BRECHER: Yes, Celso?

DR. BIANCO What | see is that in the
schedule it's for 1:00 p.m So for instance, Jim
McPherson that will speak for ABC is not here. |
don't know who Red Cross woul d be speaking, and
don't know. Karen?

MS. LIPTON: Well, actually, the person we
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were going to have is presently speaking at CMS.
So we actually have a substitute speaker.

DR. BRECHER: Why don't we go to lunch, an
early lunch

MR. HEALEY: If you did want to nake sone
progress on the topic, we were going to request
that there be an opportunity to present sone of the
pl asma i ssues and how HOPPS i nmpacts them W do
have a brief presentation ready to go, and Julie

Bi rkofer, your favorite star, is ready to do it.

So- -

DR. BRECHER: All right, Julie. You're up
to bat, and then we'll go to lunch. Thank you.

MS. BI RKOFER: Sorry | didn't have this
teed up. | was going to do it at the lunch break.

DR. BRECHER: That's okay. W're used to
t hi s.

[ Laughter.]

MS. Bl RKOFER: Maybe we do want to go to
unch while we wait.

[ Laughter.]

DR. LINDEN: | just have a sort of
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gratui tous suggestion while we're waiting. There's
been a lot of problemw th identifying who's who.
Can we next time maybe have nane tags that are nore
bl ock letters and not so difficult to read?

CAPTAIN McMURTRY: |'ve gotten that
coment also. | think we need to make the tent
cards nore | egible.

DR. BIANCO It's the aging of the
Commi tt ee.

[ Laughter.]

DR. LOPES: | wanted to make a suggestion
too, since we've got a few extra mnutes. It seens
that we've had, conming fromlots of different areas
over the last two days, curiosity about--expressions--and we
don't know how it works--about
how mar kets, regul ation, innovation and safety cone
together in this area, and | just wonder if this
m ght be a topic for one of our neetings.

DR. BRECHER: |Interestingly enough, there
is an Agenda Subcommittee, and we did get together
after the close of business yesterday, and market

i ssues, market forces was probably the highest item



on our list of possible new topics.

[ Pause. ]

DR. BRECHER: To begin your talk, maybe
give a little background to everybody as to what
exactly HOPPS is, since you're to be the first
speaker on the topic.

MS. BI RKOFER: Ckay, Dr. Brecher. 1'd be
happy to.

My nane is Julie Birkofer. I'mthe
Director for Health Policy for the Plasma Protein
Ther apeuti c Association, PPTA, and we are very
appreciative of the Conmittee to allow us to share
with you our views on this Medicare rei nmbursenment
nmet hodol ogy. | am not a reinbursenent expert by
training. Since being at PPTA Cctober 2001, | have
|l earned a | ot, and one of the things |'ve | earned
is that the outpatient prospective paynent system
PPS, is a systemthat was put in place by Congress
t hrough the budget reconciliation in the md '90s,
late '90s, and it was further inproved in Bl PA

The intent of PPS is to be responsive to

the Medicare Trust Fund and to assure the viability
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of the trust fund into the future. The intent of
PPS is to group, bundle, lunp therapies, biologics,
vacci nes, high-tech, drugs into categories. One of
the issues that the plasma protein therapeutic
i ndustry has been very active on is assuring that
our therapies are paid and nmaintained in separate
APC or anbul atory paynent cl assifications. Again,
all of our approaches in Medicare and in the state
strive to express the unique critical life-saving
nature of our therapies, and the fact that they
cannot be bundled or clustered or |unped--and the
new termof art is "functional equivalents"--that
t hese therapies, because of the unique nature and
the critical access points to the user conmunities,
need to have adequate rei nbursenent.

So HOPPS is a systemthat is an annually
rul e-maki ng process that CMS i ssues a proposed
rule, and the intent is to, on an annual basis,
rat chet down and control cost. There is pain
across the board. There are rarely any w nners.
One of the first questions | asked nmy consultant

when the proposed rul e cane out August 6th, is, |
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said, "Are there any wi nners," because that's one
of the first things that our stakehol ders are
interested in, and the answer was no. The oncol ogy
category got a little better treatnment, but again,
drugs, devices, biologicals, high-tech. It also
has a systemcalled a pass-through, which is a
dedi cat ed pool of npney where CMS pl aced these
hi gh-tech drugs and devi ces, biologics that they
weren't quite sure how to price.

VWhen HOPPS first canme in in 2000 the rates
wer e based on manufacturer-reported pricing. '01
was the first year that the paynent system used
actual clains data, and this caused a | ot of bunps
and reverberations in the market because of sone of
the inaccuraci es and data problens. And as you al
who are experts nmore than nme in this area can
appreciate, it is very conplex and very difficult
to do clains-based data collection from hospitals
across the United States.

CMs is trying to perfect their data
analysis in their clains system and this year the

proposed rule for 2004 that again was just



rel eased, of course when | was on vacation the
first week of August, is based on 2002 clains data.
So you have a little lag in your data, and you al so
have sone problens in the accuracies of the data.
As you can inmagi ne, hospital clains,
billing clerks, it's kind of like, the way | boi
it down, garbage in, garbage out. |f you have
errors in the fundanentals of the billing |eve
within the hospital, for exanple, these are al
i nfused drugs. If they only bill for the infusion
code and not for the drug or the therapy as well
then your clains data will not reflect the cost of
the drug, and this is what we are finding, and this
i s where PPTA has engaged consul tants and
econoni sts to analyze this clainms data, and | think
we' re about ready for the presentation, so we wll
be on script in a second.
Basically, the conment period is 60 days.
The final rule will likely come out November 1
And we will then launch into a nore aggressive
strategy. We're now going to go on screen and now

you will see repetition.
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By overview, PPTA is a standard-setting
and advocacy organi zation. W represent the
worl d's | eadi ng manufacturers of plasma protein
reconmbi nant anal og therapies, and as the Comittee
di scussed earlier, the global nature of our
i ndustry as well as the econonmic viability of the
i ndustry. W coordinate strategic outreach to our
st akehol der organi zati ons, Congress and the
admi ni stration.

Again, this is the tine frane and it's an
annual process. The issues that we are primarily
focusing on are rates and classification,
cl assification nmeani ng bl ood and bl ood products
categories, pass through, new technol ogies. The
i mpact on our therapies is, you know, people
wonder, well, we have small popul ations. For
exanpl e the Al pha-One conmunity has 6, 000
di agnosed. Well, that's 6,000 total popul ation.
38 percent of that 6,000 are Medicare eligible.

I mune Defici ency Foundation, you have
approxi mately 50,000 peopl e that have di agnosis of

PI DD, primary inmune deficiency di sease, 12 percent
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of that population. And for henophilia the nunbers
are even smaller in Medicare. People wonder why.
Well, not to be crass, but the sad fact of the
matter is that disabled you cover, but there are
not a | ot of people over 65. Tines have changed
the effectiveness of our therapies, but again, you
don't have | arge popul ations.

Peopl e wonder, well, why do you care about
HOPPS? Well, we care because Medicare, as you al
know, is a nodel system and the rates and the
strategi es and the tactics that they inpose on
payi ng for our therapies, private insurers--you'l
see Cigna and Aetna nodeling their paynent
structures. And so for that, PPTA has actively
wor ked with our plasma and reconbi nant users
conmunity to assure that the rates assure access.
We firmy believe that access directly links to
availability of full choice, all products
avail abl e, and that that links to safety.

As you all discussed earlier, as Chris
noted, it would be a disaster, quote, unquote, of a

di fferent magnitude, but a large magnitude if the
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full range of reconbinant and plasnma drive
t herapi es were not available. And just to note,
the core therapies that we're focusing on are the
IVIG the Al pha-One proteinase inhibitor and the
bl ood clotting factors.

| can't stress enough the unique |ife-saving
nature of the therapies, and you know,
peopl e wonder, you know, why are the rates so
i mportant, and why as an industry are we concerned
that these rates are adequate, and you know, aren't
you maki ng enough? Well, what you have to
appreciate is that these therapies are manufactured
in a very conplex and constantly evol ving process
with constantly increasing regulatory requirenents.
We are very, very different than our brethren in
the pure pharmaceutical industry. These therapies
are life-sustaining. They treat chronic and often
primarily genetic diseases. There are no
alternatives. There are no generics avail abl e.
These are nust-haves. Wthout these therapies,
people, their lives are inpacted, and I'll |eave

those argunents to ny coll eagues in the consuner



and in our stakehol der organizations. | think they
can best deliver those messages.

IVIG just to give you a quick overview,
the permanent APC is maintained, and this is
i mportant again because we were not bundled into an
i nfusion category. The issue here is
classification. As you recall in the May Advisory
Committee, you all expressed a resolution on bl ood,
on IVIG that the therapy should be put into the
bl ood and bl ood products category, defined as a
bl ood and bl ood product. It is, with all due
respect to Dr. Bowman, ludicrous to ne as a policy
person, that CMS does not recognize IVIG as a bl ood
product. HHS has CMS and FDA underneath its
umbrella. FDA defines IVIG as a bl ood product and
a biologic. CMs, for sone reason, has a different
view, and will not recognize IVIG as a bl ood
product. However, it does recognize, blood, blood
products, including hemophilia factor. Henophilia
bl ood clotting factor, as we all know, can be
pl asma derived or reconbinant. The new technol ogy

reconbi nant does not include any proteins.
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Therefore, the new technology clotting factors are
not necessarily as pure a bl ood product as |IVIG
IVIGis 100 percent solely plasma derived.

From a policy perspective your resolution
and report |anguage that was put in by the Labor
HHS Subcomrittee on Appropriations, the House
Subconmittee, mrrored your reconmendation that CMS
include IVIGin the classification, blood and bl ood
products. Naturally, part of our advocacy strategy
in the next 60 days will be to neet with CMS and to
further make an attenpt to enlighten themthat I1VIG
is a blood product.

Wth regard to blood clotting factors, the
rates are i nadequate to sustain access. W
realize, and we understand, that again it's an
annual intent to ratchet down costs. For exanple,
pl asma-derived Factor VIII had a 10 percent
reduction, and reconbi nant Factor VIIIl also had a
10 percent reduction. Can the comnpani es sustain
this? Perhaps. Again, the econom c viability of
the industry is at stake. Those of you that | ook

at the plasma protein industry may be aware that
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we' ve had some consolidations, that there's been
sonme | ayoffs, there's been sone reductions. And
our industry isn't unique, the entire econony is
suf fering.

The point is that again these rates have
to be adequate to sustain access and it all 1inks
availability and safety.

The Al pha One proteinase inhibitor was
really, | think, one of the major tragedies of this
proposed rule. It was an unexpected event. Again,
noting in this rule, nothing in HOPPS, rather, is
forever. In this annual rul e-nmeking process things
change. 1In 2003 the final rule exenpted Al pha One
protei nase inhibitor fromHOPPS and put it into a
cost-based system This year, because of politica
pressure, other groups, other disease states,
trying to get their therapies exenpt from HOPPS,
banged on the door and instead of shutting the door
to those other groups, CMS in turn rescinded the
exenption for the Al pha One and the other three,
qgquot e, unquote, true orphans, because again, CMS

defines an orphan drug different than the FDA.
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It's kind of a little bit nore of that disconnect
in definitions going on. W firmy believe that
the rate that is proposed is inadequate to sustain
access. Reasonable cost for this population, the
vul nerability, the fragile popul ation, we fee
shoul d have been given time to determnine the inpact
on that comrunity.

So in conclusion, we are keepi ng our eye
on Cctober 6, the coment period on the proposed
rule. W have already begun the process of working
with our stakeholders. W are already in the
process of engagi ng nmenbers of Congress to wite
letters and to work with us in | obbying CMS to
hopefully enlighten them on some of these crucia
i ssues to the plasma and reconbi nant user
comunity. And again, what will give us
credibility, as it did |ast year when we were
successful in having CMS recogni ze the Al pha One,
what made us successful is, as an industry, we
really stepped up and did sonme data collection and
anal ysis that focused on the inaccuracies of the

clains data. Again, in April to Decenber '02 tine
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frame, it is not a robust enough data set.

So that is where PPTA, that's our opinions
and our take on HOPPS, and Novenber 1, final rule,
and hopefully if we're given the opportunity to
update you all at your next neeting, we'll have a
better story.

| thank you very much

DR. BRECHER: Thank you, Julie.

Comments or questions fromthe Comrittee?

Kei t h?

DR. HOOTS: Presunably these HOPPS rates
are based on the precedi ng year's outpatient
rei mbursenent rates; is that right? It's not based
on hospital rates; is that correct?

MS. BIRKOFER: It's based on hospita
clains data fromthe preceding year. So for this
'03 proposed rule, CMs is using April 2002 to
Decenber 2002 actual hospital clains data that they
take, they aggregate, and then in house they
mani pul ate and apply nethodol ogi es and fornulas to
get the rates.

DR. HOOTS: And why, since they've been
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payi ng on fee-for-service for these products, |
mean rei mbursenment per product, outpatient w se,
did they choose to inpatient data to arrive at
out patient reinmbursenent? Because you've alluded
to one of the najor issues which is particularly
germane, and | provide you actual persona
experience, where inpatient billing is far, far
| ess accurate for products of rare disease like
henmophi | i a, because again, you pointed out very
astutely, that the people doing that are al so
billing for cabbage(?) procedures and stuff, and
this is not sonething they know anything about. By
contrast the billings that are done say for hone
care conpanies are likely to--since that's their
literal bread and butter--are much nmore likely to
be accurate and reflective than are inpatient data.

Then of course the other thing is that
there are problens in terms of how they' re used,
because they may be used quite differently in an
i npatient than in an outpatient setting, so it
seems to ne that that's a disconnect that at |east

for the longer termn ght need to be suggestively
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addressed, particularly since annually it's going
to be updated. But if they're going to do it, they
ought to do it the right way it seens to ne.

Secondly, in terns of--do they
specifically, for instance, for IVIG when they are
| ooking at those clains data, do they limt
thenmsel ves to a very specific DRG for reinbursenent
to determ ne rates, and how accurate do you fee
those determinants are? W all know, for instance,
that 1VIG may be used for everything fromITP to
primary i mmune deficiency, but clearly, if the
i mpact is on reinmbursenent for i mmune deficiency,
it's in that context that the data should be
col | ect ed.

MS. BI RKOFER: Thank you, Dr. Hoots. Your
point on IVIG |ast year when we | ooked at the
data, we did not drill down into the |CD9 code.
This year when we ook at it we are going to have
our consultant pull the entire 279 series. That
wi |l hopefully bring to bear data for PIDD only,
and that is, our concern and our interest is to

assure that the IVIGthat is used to treat chronic



di sease is accurately and adequately rei nmbursed.

Wth respect to the disconnect in the
i npati ent and outpatient, | appreciate your
cormment. | totally agree. And Shannon Penbert hy
and | have spoken on that, and | know Shannon
Penberthy, who represents the NHF in town, is going
to be very deeply digging into that, and we will
wor k and support her in that effort. So | thank
you for that.

DR. BRECHER: Additional comments,
guestions?

DR. PENNER: Just one quick. There stil
is only one source of supply for the Al pha One; is
that correct; the German conpany?

MS. BI RKOFER: Actually, sir, just
recently within the past nonth, our nenber
conpani es, we've had two new entrants into the
Al pha One nar ket pl ace.

DR. PENNER: So there is a little
conpetition there and maybe resources?

MS. BIRKOFER: It will be starting up

yes. Yes. W're delighted with that.
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DR. BRECHER: Okay, thank you, Julie.

Mriam you want to make your conment now?

MS. O DAY: Thank you. [|I'm Mriam O Day,
and |'m here on behalf of the Al pha One comunity,
t he Al pha One Foundation, Al pha One Association
and i nmmune deficient |VIG consuners.

Real Iy, Julie gave you the full overview
of what happened. |In terns of |VIG our biggest
concern is that this Advisory Conmittee did pass a
resolution, sent a clear nessage to CMS. Congress
echoed t hat nmessage by picking up the | anguage in
report | anguage to CMS under their appropriations
bill, and requested that we be placed in bl ood and
bl ood products.

The effect of that really is that if there
are reductions in cost to the pool, we have a
danpening effect. So there's only a certain
percentage that they can take us down, and we hope
that that would help to ensure access.

I"'mreally reporting back to the
Committee, echoing to you that CMS has not heeded

the call that you gave them We're not asking for
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action today, but we want you to know that that's
the status of IVIG

In terns of Al pha One, as you heard from
Julie, the proposed ruling is horrible. W find
ourselves in the sane situation that we were in
when the proposed rule cane out in '02. W know
that these are popul ations that are wi dely
di spersed, that have low utilization in the
hospitals. Again, we're very grateful to be
working with the industry on this because they do
the technical review, they purchase the clains
data, they parse the clains data, and we're | ooking
forward to themdrilling down into the |ICD9 codes
because we think that we'll identify additional
flaws in the data.

So for us, again, we're not asking for
action fromthe Advisory Cormittee today. W're
just here to tell you that all of the support that
you gave us in the past and the wins that we have,
have now been pulled out from underneath us, and
we'll be working hard to try to reverse this rule

with CMS, and we may be here again in the fall when
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we see the final rule, to tell you that we had a
terrible outcone, and at that point we'll be asking
for action.

But it's a terrible situation for these
comunities, particularly for the Al pha One
comunity. As you've got nore product into the
mar ket pl ace, you nay have | ess access due to
rei mbursenent. So thank you.

DR. BRECHER: Thank you, M riam

If there are no further comnments or
qguestions, why don't we adjourn for lunch, and be
back at 12: 30 or thereabouts.

[ Wher eupon, at 11:35 a.m, there was a

| uncheon recess.]
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AFTERNOON SESSI ON
[12:39 p.m]

DR. BRECHER: Okay. W're going to resune
our discussion of HOPPS. CQur next presentation is
going to be fromthe Anerican Association of Bl ood
Banks.

MS. WEGVANN: |I'mgoing to try to nodify
the version of the statenent | made earlier this
norni ng, and | believe that we've passed out a
written statement to you, and | will try to
summari ze since you all have--many of you have seen
me before, since this seens to be a recurring
probl em the annual paynents that CMS is proposing
for hospital outpatient services, in particular for
bl ood prograns under this HOPPS program

This year we are particularly troubled
that once again the paynents that CMS i s proposing
for bl ood products are, in fact, being reduced
while we know that in reality the cost of blood
continues to increase as we have new safety
advances introduced. |I'mgoing to use red bl ood

cells, |eukoreduced red bl ood cells, as one



exanpl e.

In 2004, CMS is proposing to pay 30
percent |ess than what | eukoreduced blood cells
cost in actual figures in 2001. |'musing 2001
figures because that's the | ast annual data that we
have on national - based hospital acquisition costs,
and those are drawn fromthe NBDRC s | ast biennia
survey.

Under that survey, hospitals paid on
average $155 for a unit of |eukoreduced red bl ood
cells, whereas now CMsS in 2004 is proposing to pay
$107. Cearly, this is inadequate.

A similar problemis seen in npost all of
the bl ood products across the board. For instance,
pl atel ets concentrate, CMS is proposing to pay 32
percent |ess than what we believe the actual cost
was in 2001, again, using the figures from NBDRC s
bi enni al survey.

So given these |l ow figures, we at AABB
propose that the problemis, again, because CMS is
usi ng i nadequate hospital clains data, and at your

| ast neeting we heard of the problens that
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hospitals have in accurately billing for bl ood.
AABB is trying to address this problem by going out
on the road and educating hospitals about how to
appropriately bill for blood. W have issued our
rei mbursenent gui de, which we hope will help in
this effort. And, in addition, we're actively in
conversations with CMs about how to inprove their
gui dance docunents.

But since those efforts will all take a
nunber of years to reach our goal of inproving
hospital data, we propose that in the interim CMS
go to a system under which they' Il pay for bl ood
products based on a reasonabl e cost basis rather
t han under the APCs which they're currently using
and under which they have to draw fromtheir
i nadequat e exi sting cost data.

So AABB continues to appreciate the
support of this Conmittee in pointing out the
problenms that we as a comunity are facing in the
rei mbursenent arena, and we woul d urge you to urge
the Secretary to have CMS address this probl em

before the outpatient rule is finalized and goes



into effect in January 2004.

Thank you.

DR. BRECHER: Thank you.

Any conments or questions?

DR. PENNER:  Just in view of our simlar
di scussions at the last neeting, | checked with two
of ny hospitals that were not submitting any
i nformati on what soever on bl ood costs because it's
all bundled and they didn't care and they didn't
think there was any need for it. So I don't know
how they're getting these figures from areas around
the country as to what the actual costs are when
many of them are not submitting them

MS. WEGVANN: Right, and, in fact, as
think it was maybe pointed out during the | ast
nmeeting, CMS itself noted in an inpatient rule a
coupl e years ago that in 1997, only 48 percent of
hospitals billed for blood using appropriate cost
centers. So, obviously, this is a problem and our
answer to that is we're trying to reach out to the
hospitals to fix that and make them cogni zant of

the fact that they need to bill for blood because
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all of this is a prospective paynent system and
al though it may not affect what they're being paid
this year, down the road it's going to nake a

di fference on how bl ood is paid for

Here in the outpatient setting, which we
know i s not nearly as significant as the inpatient,
but it is something, and it's inportant that we
have as accurate of reinbursement figures as
possi bl e; and then also in the inpatient arena,
where we know nost of our attention is, that the
DRGs that use the npbst blood are accurately
recalibrated in the future to take into account the
rising costs of bl ood.

So, yes, we're hearing the sanme issue,
and, you know, it's just an uphill battle in trying
to make hospitals see why this matters. And nany
of themare, you know, turning to us, | think,
increasingly to try to get sonme help on this
conplicated matter.

DR. BRECHER: Chris?

MR. HEALEY: Teresa, that was really ny

question. | don't knowif this is nore appropriate
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for you or for Dr. Bownan or whom but whose
responsibility is it to teach people about the
proper way to subnit clainms? | don't know the
answer to that?

MS. W EGVANN:  You know, | would argue
that it's many of our shared responsibilities. It
was funny. | was just at a CMS Advisory Committee
this nmorning, and the Chair of that committee,
troublingly to nme, to the group said, well, he had
some reservations about whether hospitals even read
CMS gui dance docunents.

Well, | would argue that they do, and so
it's inmportant on one level to have the agency
i ssue cl earer guidance, but at the sanme tine we in
the community have responsibilities. W at AABB
are trying to reach out to our hospital menbers to
work with themin getting a grasp of the issue.
And then bl ood centers also can play a role in
hel ping to explain to sonme of their hospita
consuners how this all works.

DR. BRECHER: Keith?

DR. HOOTS: Just a conmment about
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unf oreseen consequences of this kind of slippery
sl ope, and you kind of alluded to it in terns of--and so did
John, in terns of the bundling, kind of
not even unbundling. | think particularly
institutions that are focused on providing care to
Medi cai d and Medicare patients are so used to just
kind of getting hit and hit and re-hit and trying
to just survive, particularly acadenic institutions
and that sort of thing.

Each time it doesn't look |ike much
conpared to the tine before, but if you take a
subset of individuals |Iike hypertransfusion for
sickle cell or something like that, where they're
com ng in once a week--1 mean once every two or
three weeks to get hypertransfused, and you've got
hal f a dozen of them suddenly--you know, a $30
loss to a service doesn't | ook much, but you
multiply it, even for small nunbers, and suddenly
you get--what happens is the unintended consequence
of people who are having to try to nmake ends neet
saying: Wy are we taking care of these patients?

Why don't we send them across the street?
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And even if they do traditionally take
care of Medicaid patients, they may say, well, this
could go to the county hospital, which then noves
it one step down. They keep getting hit.

And it's a real problematic issue that's
hitting all of our institutions that are public
supported, whether they be universities that are
t ax- based or nedical schools or county hospitals.

But there's this novenent--and we were
talking a little bit over lunch about this, of
cherrypi cking, the ones who have the nost
di scretion about which patients they see will
clearly say opt out of Medicaid or Medicare, and
they'Il nove it down one step. And there may be
then a distribution that's traditionally allowed it
to be spread out. But then when the hit starts
being anplified, then it goes down to the very
| owest common denom nator into the one institution
or the few institutions that have nowhere else to
send the patients. And those institutions then get
really problematically hit.

I think that's one of the things we can't



146
necessarily address in this Comrittee, but | think
we just need to keep all of these things in nmind,
that it's nore than just a $30 increnment that gets
accounted against an entity. It really does
anplify, and the consequences are usually
unf oreseen down the road.

DR. BRECHER: Lol a?

DR. LOPES: | know that with our
uni versity hospital, soneone is watching literally
penni es on things like pencils and notebooks in
their purchasing systens. For biologics and ot her
expensi ve nedi cal equi pment, products, is no one
wat chi ng? Why do we care nore about a penny on 100
pencils than about these changes?

DR. HOOTS: Primarily, | think, in al
true form-and, again, it's an evolving system but
I think one of the reasons is that institutions are
committed by and | arge by their charter and m ssion
to do certain things. But there cones a tine when,
if they can't break even, they don't exist.

So up until the point that they hit that

essentially point of no return, their mssion



demands that they continue to take care of these
patients, even if they | ose nore and nore noney in
t he process.

And so it's a very insidious sort of
thing. It doesn't happen in a year. |t probably
doesn't happen in a decade. But if you | ook at
what has happened across the country with
institutions |like the ones I"'malluding to that are
usual |y tax-supported, they are--this past year
| arge academ c institutions have been | aying off
| arge anmobunts of infrastructure first, staff
second, and, finally, faculty. And all that does
is mean that now they don't have the faculty to
take care of some of these patients, even if they
were to walk in the door. So then they have a
nmoral justification for saying, well, we can't take
care of them we're going to send them down the
street or across town or across the state or across
the country.

M5. WEGVANN: And | would add to that,
representing hospital transfusion services, that is

the issue that we do hear; that our nenbers are
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hearing fromtheir hospitals, you're a cost center
and why do you costs keep going up and up and up?
And we try to explain it's because our product is
getting safer and safer and that is our duty to our
patients, to provide themw th the safest possible
unit.

But, you know, your fear--I don't think we
have any hard data on it yet, but the fear is that
ultimately you're going to reduce the staff, you
know, and we woul d argue that then you're going to
end up in a circle of problens, you know, potentia
ot her bl ood safety problens of patients getting the
wrong unit, et cetera.

DR. LOPES: 1'd just say it seems |ike at
our hospital people are tuned to the big new
machi nes that cost nore, obviously, but give better
results. It's because blood is such a snmall price
thing that we don't see easily, | think, that the
rei mbursenent issue is a very inportant one for
buying a better service. |'msure they're getting
rei mbursed for all the new big technol ogi es we

have, or better reinbursed.
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MS. WEGVANN: It depends on the
t echnol ogy, probably, but yes.

DR. BRECHER: | think what happens, Lol a,
is they exam ne the reinbursenment at the tinme they
bring in that new technol ogy, and then over tine
the rei mbursenent ratchets down, and then they're
stuck | osing noney on that technol ogy, too.

M5. WEGMANN: So, in fact, for instance,
with blood, this year, you know, they say at CMS
they're giving us sone special treatnment by only
reduci ng our paynents by 10 percent. How does that
square with reality? It just doesn't. And that's
a 10-percent reduction fromwhat they already pay,
which is already |lower, far lower than we in
reality know what a unit of bl ood costs.

DR. BRECHER: Okay. Paul?

DR. HAAS: This is a little bit
tangential, but | think it's cone up before, and
it's inmportant that even when institutions start
trying to pay attention to the so-called
cost/benefit, it's not at all unusual for the

benefit--the cost to be absorbed, say, in the bl ood



area, and the benefit is--naybe the patient has
gone hone. And that doesn't get cal cul at ed.
That's not in the hospital revenue sheet.

DR. BRECHER: Certainly there is cost
shifting and blood is part of the infrastructure,
and we're going to have patients that we can
operate on now, we'll nake noney.

Okay. Thank you, Teresa.

Now we' | | hear from America's Bl ood
Centers, ABC

MR. MacPHERSON:  You want ne?

DR BRECHER: Yes, you.

MR, MacPHERSON: |1'mgoing to take a

slightly different tack and show you sonet hi ng that

nost of you have never seen before, and hopefully

you'll enjoy it. Sometinmes sonething you haven't

seen before isn't enjoyable.

I"'mgoing to first echo Teresa's comments

only because--or mainly because it's a problem
we' ve been struggling with for the |ast three
years. And, indeed, it wasn't two years ago,

think, that the blood organi zations nmet with CMs
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and they adnmtted that they didn't have the data on
which to base their APC rates, DRG increases. And
we said the data exists. W said between ABC and
Red Cross' data, you have 95 percent of the world
in terms of cost to hospitals. Wiy don't you use
that data? And they said, well, we can't use
i ndustry data.

So | would urge this Cormittee, if it does
nothing else, to urge the Secretary to take the
i ndustry data and i ndependently verify it and then
use that data as a nore realistic basis, rather
than us conplaining to CMS that their proposals
don't make any sense and CMS says, well, all we're
doing is reflecting what the hospitals are telling
us in their billing tapes. And as has al ready been
said, the hospitals have no incentive--at |east
they don't think they have an incentive, certainly
in the short term to correctly code the data
because they see this as such a |ong-termi ssue,
and with the way noney is appropriated these days
to Medicare and Medicaid, it's done in huge

amounts, on a bundl ed basis, based on what the



hospital s' costs are. And then the hospitals have
to figure out howto use it.

But what | want to do is | wanted to show
you a few things that, as | said, you probably have
not seen before, and hopefully you'll find it
interesting because | think it puts this whole
i ssue in perspective.

This is the sane slide that Scott Caswel
showed, so |I'mnot going to show it again. | think
you all have the handouts for this. This just
tells you who we are.

Okay. For the last 20-sonme years, we have
been collecting the fees that our nenbers charge
our hospitals and tracking that information on an
annual basis, do it all perfectly legally and
within antitrust guidelines. And we've never
shared this information until about two years ago
when MedPAC, sort of the investigative armor the
research arm of CMS, asked us for our data. And so
we began to put some trend data together for their
purposes, and that's what | want to show you today.

This data is collected yearly. It's
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pricing as of Septenber 1st. W get--over 90
percent of the nenbers participate every year, and
we actually--the data that |I'm going to show you is
based upon a uniform dat abase over the |ast 20
years.

The data i s provided--we have provi ded
this data to other organizations before, but as |
said, I'mnot sure you've ever seen it so |'m going
to show it to you.

This is probably the guts of it, and |
know it's hard to see. But if you |look, it goes
from 1984 to 2002. Now, it gets sort of confusing
at--oops. There we go. It gets sort of confusing
at this end, but let nme just explain this line
first.

This is the price of vanilla red cells, if
you will, over the last 20 years. And what it
shows is that the increases were pretty |ow--and
"1l talk about that in a few mnutes when | show
you anot her graph. But what we've superinposed on
this are mgjor, if you will, safety neasures that

have been inplenented during that period of tine.



And despite the inplenentation of all these tests
over the years, what you're seeing is increases, up
until recently, in the neighborhood of less than 5
percent per year, which is kind of--which is,
frankly, at or below the rate of inflation, which
"Il show you in a mnute.

Then you see this huge spi ke over the |ast
couple of years. A lot of this is related to NAT,
quite honestly, and a lot of it is related to, if
you wi Il excuse the expression, catch-up. Because
during this period especially, blood centers, both
Red Cross and ABC nenbers, were |osing noney. And
what | don't have a graph of and what |--we don't
have that database put together yet, but what we
probably can show you at sone point in the future
is actually the cash reserves or sonme other narkers
for blood centers, for our menbers, over the | ast
20 years during this same period. And what you
woul d see is that their reserves decreased
dramatically during this period of tine.

So sonme of this increase, at |east for the

ABC nenbers--1 can't speak for anybody el se, but
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we're half the country--is related to, if you will,
frankly, catch-up, trying to staunch the | osses and
to make up for it. But alot of it is related to
HI 'V NAT and sonme accunul at ed expenses that we
didn't account for, HCV | ookback, et cetera.

This graph is kind of interesting because
now we' ve been tracking | eukoreduced bl ood for the
| ast few years because that, of course, has becone

nore and nore of an inportant product for our

menbers. In fact, it's about 50 to 60 percent at
this point. | think it's about 60 percent.
You'll interestingly note the gap between

the cost for regular red cells and | eukoreduced is
narrowing. As it becones nore and nore a conmon

product and as the | earning curve goes away of

trying to ranp up, you'll see that narrow ng, and
at sone point probably the differential will be
fairly small if this product--if the vanilla red

cells continue to exist.
I won't even explain the green and the
yellow |lines because it is sort of--it's sonething

new that we're tracking. Just sort of ignore it
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because it really is proportionally the sane as
here. What it does show, though, is that if a
bl ood center supplies 80 percent of a hospital's
needs, their price is significantly | ower, about 20
percent | ower, than the hospital that cherrypicks.
And that's just so that the blood centers can plan
much better in terms of what the needs are, and the
full-service hospital will pay a |ower price than
the hospital that just does ad hoc shipping. So
these graphs are the list pricing.

The next graph shows this data in a
different way, and this is probably hard to see the
nunbers, but, again, they're in front of you. This
shows you for the period of 1996 to '97, that the
purple line is the consunmer price index for health
care; the yellowline is the--1"msorry, the green
line, which you can't see, except--1'msorry. The
yellow line is the producer price index for
hospitals, and that's another neasurenent of health
care inflation. And then the red |ine, which you
see here--but you don't see here because it's zero--is the

average red cell price increase for that



year period, fromthis period to that period. And
so, again, you'll see that it was relatively flat.
And if you go back--as | said before, it is very
flat. And then in the last few years for the
comunity bl ood centers, the price--the average

i ncreases have been in the nei ghborhood of over 10
percent. And this is 18.4 percent between 2001 and
2002. And with West Nile virus and sonme ot her

i mprovenents, that increase is probably going to be
only slightly less for this past year when we

col l ect that data.

There are regional differences, of course.

The npst expensive blood in the country on the
average is Hawaii and California, neck and neck
with the Sout hwest area. The cheapest area in the
country is in the Northwest, interestingly. That's
an artificial nunber, though, however, because npst
of the blood centers in the Northwest al so manage
the bl ood supply and do the hospital transfusions.
And so their costs are bundled in very often with
the fact of not only providing the blood to the

hospital but actually running the hospital bl ood
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transfusion service. But they are the | owest-cost
area, followed by the Southeast.

So the average cost to collect and
process--now, let's put that in perspective. Those
are the charges. The average cost to collect,
process, test, and distribute one unit of whole
bl ood is about $200 right now. That's what the
cost is. The mpjority of that cost is put onto the
red blood cell. Additional costs are recovered on
the plasm, both for that used for transfusion,
which is about half the plasma that's made, and the
other half is plasma for further manufacturing.

And then random pl atelets, if they are nmade, that's
anot her phenonmenon that has caused the increase to
red cells over the years, is because at one tine

t he average whol e blood collection was turned into
three products: a platelet, a plasna, and a red
cell.

Well, over the years, the mgjority of
pl atel ets now are provided as pheresis platelets,
whi ch have their own cost entirely, and so the

bl ood centers don't have random pl atel ets anynore
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on which to | oad costs on. So cost has shifted to
the red blood cells, which is another reason for
that big shift that you' ve seen in the |ast few
years, because there have been--npbst bl ood centers--the
majority of blood centers, not npbst, have
switched entirely to pheresis platelets, or at
| east the majority of the platelets that they
provi de.

And cost increases for 2003 will include,
as | nentioned al ready, West Nile virus testing,
added recruitnment costs to replace donors | ost by
variant CJD deferrals, and, as Scott Caswell, ny
associ ated, nmentioned the other day, the inpact on
that has been far l|arger than we actually thought,
where the donors we're really losing are the repeat
good donors. And so we're |osing nmany nore
donations a year than we're | osing donors. And
bacterial testing for platelets is going to have a
maj or i npact over the next year or two.

The costs coul d double with pathogen
reduction technology. W don't know where that is,

frankly, at this point intime. It could be two
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years away. |t could be five years away or nore
It's going to conme eventually. But based upon the
technol ogi es that are in the works, that could
doubl e the price of whole blood collection al one,
not tal ki ng about anything else. And certainly
we' Il keep doing testing because these technol ogi es
are not fool proof.

Now, double red cell collections could
hel p stabilize costs for a short period of tine,
and supply certainly, and it's estimted that about
20 percent of collections could be doubled. But
that takes a |lot of investnment, different ways of
coll ecting blood, and the logistics are a bit
difficult. You have to have better trained staff
than just to do sinple phlebotomes. So that wll
take a while to inplenment, but that will help give
us sort of, if you will, a one-tinme break in terns
of cost rises and perhaps supply problens.

Now, as | nentioned before, this entire
dat abase is available to CMS for verification, and
we' ve said that before, and | know Red Cross has

the sane figures we do. And CMS could take that



and have it independently verified and use that as
the basis for their reinbursenents.

W're willing to collect any other data
that CMs might want. We can get it, at |least on
the bl ood center basis. The hospital is alittle
bit nore difficult. On the other hand, we have
about 20 nenbers who are also the hospita
transfusion services, so at |east we could get a
sanpl i ng of what those costs are.

As | nentioned, we represent about half
the bl ood supply, but we're also in 45 states, so
geographically it's a good database, distribution
as well. And along with the Red Cross data, as |
mentioned, it should be used to help to determ ne
the APC and the DRG nmar ket basket updates.

Last, | wanted to thank Jane Starkey, who
some of you know, for putting together this data
and the slides. She does a renmarkable job in |lots
of things, including witing the newsletter, which
you nmay be famliar wth.

Thank you.

DR. BRECHER: Jim thank you. That was a
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very conplete data set. In fact, |'d encourage you
to publish it sonewhere. | think a |ot of people
woul d be interested in seeing that.

Questions or coments? Ron?

DR. G LCHER: Jim your data is as of
Sept enber 2002.

MR. MacPHERSON:  Correct.

DR. G LCHER: And, in fact, new fee
i ncreases have been put in place probably by nost
bl ood centers as we speak. Do you have an idea of
what that average percentage increase has been for
this year 2003-20047

MR. MacPHERSON: For our menbers, our
understanding is that it's in the nature of around
15 percent.

DR. G LCHER: Fifteen?

MR. MacPHERSON: Fifteen. But there's a
| arge disparity because what we saw | ast year, even
t hough there was an average of an 18- or 19-percent
i ncrease, sonme only raised their fees 3 percent and
sonme raised their fees as much as 30 to 40 percent.

It all depends where they were in the cycle
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sonetines, but we're going to see a 15-percent
i ncrease.

One figure | didn't put on there--and
don't know if it's inportant--is that the spread
between the first quartile and the third quartile,
if you know math--1 don't, but if you know
statistics--is only about $40. So al though the
range is big, the actual spreads in cost are pretty
narr ow.

But costs are continuing to increase, and
West Nile virus is a very good exanple. It costs a
lot in ternms of infrastructure to get ready for
that test, and although maybe the test itself only
costs about seven or eight bucks to inplenent per
donor, or per donation, if you think about it, that
al one is about 4 percent of an increase to the cost
of bl ood--or cost of collection.

DR. BRECHER: Lol a?

DR. LOPES: Sorry for what is a really
i gnorant question. Fromthe public perception, the
Red Cross is a major national charity. That neans

it collects a |lot of nobney other than for products
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it sells. | don't think of blood centers like the
M ssi ssippi Valley Center in our region as a
charity coll ecting noney.

Are there cost differentials between the
Red Cross and the other nonprofit centers that
cone- -

MR. MacPHERSON: | don't think I want to
answer the question as you've posed it.

DR. LOPES: Okay.

MR. MacPHERSON: But |'ll answer it a
different way. Red Cross and ABC nenbers have been
on cost recovery for blood and not having
charitable subsidies for probably since the early
1970s or |ate 1960s when United Ways were
recogni zi ng that the cost of blood was so expensive
that they couldn't keep up. | cone from Rochester
| started ny bl ood banking career in Rochester, New
York, at the Red Cross, and in 1968, 100 percent of
the bl ood supply was covered by United Way fees.

By 1975, it was total cost recovery.
MR, MacPHERSON: There really is not much

difference in that. Now, M ssissippi Valley Blood
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Center and all of our nenbers are not-for-profit
501(c) (3) organi zations, and a |lot of them do
fundraising, but not to subsidize the price of
bl ood, but to do buildings, to do equi pnment
acquisitions, to do research, to do specia
progranms. So not to subsidize operations.

DR. BRECHER: Ron?

DR. GILCHER: | want to get back to ny
point, Jim | had asked you the question for a
reason, and that is really for our Committee
menbers to realize that the nunber that you saw up
here is you need to | think take an average of 10
percent. | just calculated our bl ood center
i ncrease, which went into effect August 1st. It
was a 12.9-percent increase on the processing fee
for a red cell, which included our single-unit NAT
testing for West Nile.

But for the Committee nmenbers, | would
take that nunber that you saw, |ike the 154 on the
| eukor educed red cell and add an additional 10
percent on to that, and that will put you into the

bal | park, | believe, of where we're going to be for



this coming year.

MR, MacPHERSON: It's a good point, Ron.
The other figure | didn't put in, and |I'Ill just
mention, in 1990, the cost to collect a unit of
whol e bl ood was around $60, and as | nentioned | ast
year, the cost was around $200. So, even if you
subtract inflation, you'll see sone huge increases,
and many of them for or the vast mpjority of them
really are safety related or regulation rel ated,
one way or another.

DR. BRECHER: If there are no further
comments or questions, thank you.

MR, MacPHERSON: Thank you.

DR. BRECHER: Do we have a representative
fromthe Anerican Red Cross?

MS. SULLIVAN. Hi. M name is Elaine
Sull'ivan, and | amthe Director of Reimbursement
Policy at the Red Cross. |'m here speaking on
behal f of the Red Cross today. Obviously, | don't
want to go through all of the information that both
Theresa and Ji m have al ready shown you and tal ked

to you about. W would support the comments of
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both Theresa and the AABB, as well as sone of the
coments that Jimhas nmade

But what | would like to talk to the
Committee about is the fact that both--and bring to
your attention--both in Septenber of 2002 and again
in May of 2003, this Conmittee has recommended to
the Secretary and CMS, that the reinbursenent of
bl ood products be based on a nethodol ogy that
recogni zes fair and appropriate paynent for bl ood
and bl ood products, and we woul d urge the
Committee, again, today, during this coment period
on the outpatient PPS proposed rule, to once again
resurface those reconmendati ons and have them
consider an alternative nethod of paynment, rather
than the hospital clains data.

Qur data al so shows data that is sinilar
to Jims as far as paynent. W have shared that
data with CMS. CMS has told us their concerns with
usi ng i ndustry data, and one of those concerns is
that they're concerned about overpayi ng sone
hospi tal s and under payi ng sonme hospitals, based on

usi ng average or nedi an data.
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One of the reasons why we, to the APC
panel this norning, as well as the AABB, have
recommended a reasonabl e cost carveout for bl ood
products out of the APC systemis because an
i ndi vi dual hospital will be paid their own
reasonabl e cost, and that satisfies one of CMS' s
concerns with over- and underpayi ng hospitals based
on nedi ans and aver ages.

So | would encourage this Conmittee to
take action, once again, during this comrent
period. The conment period closes October 6, but
al so, at the same tine, | just want to nake sure
that the Comrittee understands that this is not an
unusual request to CMs. CMs, |ast year, actually
pai d for orphan drugs through a reasonabl e cost
nmet hodol ogy sinply because they did not feel that
the data was adequate to reflect the acquisition
cost of the product. So it's not that we're asking
CMs to do sonething new that they haven't done
bef ore.

So, with that, I will conclude ny

comments, and | appreciate the Comrittee's tine in
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listening to our concerns.

Thanks.

DR. BRECHER: Questions or comrents?

[ No response. ]

DR. BRECHER: | think I'lIl open the floor
to, if there's any public comments on the question
of HOPPS, if anyone el se wants to nake a comrent.

MR. SKINNER: M. Chairman?

DR BRECHER |'m sorry?

MR. SKINNER: Shannon Penberthy, with Mark
Associ ates, wasn't here this norning when you
covered the other plasnma fol ks--

DR. BRECHER: Okay.

MR. SKINNER: And she wanted to nake sone
brief comments.

DR. BRECHER: Okay. Shannon?

M5. PENBERTHY: | know we're at the end of
the neeting, and so I'lIl ask the Conmittee's
preference. | do have a PowerPoint that we could

qui ckly put up or we could pass--you'd rather have
t hat ?

Sir, we are going to do it.



[ Pause. ]

MS. PENBERTHY: | very nuch appreciate
this opportunity to tal k about the inpact of the
2004 HOPPS on clotting factor. | know there were
early presentations today when the Cormmittee got a
bit ahead of schedule, so | will go through sonme of
the facts and get to the points we wanted to nake
fairly quickly.

This is very much a way a followup from
the presentations that we had done in May to
further informthe Comrittee about the ways that
t hese products are reinbursed.

Just a quick recap. There are about
20, 000 people in the United States with henmophili a.
Five to seven percent are dependent upon Medicare,
about 1,100 persons, and we are uniquely recognized
in many of the Medicare payment systenms. We're the
only drug with a passthrough paynent status in the
hospital inpatient setting, neaning that there's a
separate reinbursenent for clotting factor that's
used in a procedure for a person with henophili a.

We are one of the few self-adm nistered
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drugs covered under Part B, which allows our
persons with henophilia to home infuse, self-infuse
at home. And then, under HOPPS, we've been
recogni zed, rather than being bundled with other
APCs for drugs or procedures, we do have separate
APCs for each of our classification of drugs. It's
classified by the HCPCS or J Code.

Hospi tal outpatient system The
prospective systeminplenmented in August 2000
repl aced the previous cost-based system Last
year, was the first year that our products had been
truly in the prospective paynment part of that. W
had been allowed a 3-year period under the
passt hrough category to allow for collection of
data. 1'Il tell you in a few mnutes that didn't
really hel p us.

The proposed rule [ ast year woul d have
| evel ed rei mbursement to 52 cents a unit for
virtually all of the products, regardl ess of
whet her they were plasnma derived or reconbi nant,
whi ch just woul d have had a devastating effect.

We did respond, providing data that we



col l ected on hospital cost through our Henophilia
Treatment Center networks. And the final rule did
recogni ze the poor quality of the hospital billing
data and inpl enented a danpening effect to linit
reductions. So, for 2003, we were linmted to
reducti ons of no nore than 15 percent.

The current Year 2004 Rul e, proposed
earlier this nmonth, it provides nore favorable
treatment for blood and bl ood products than other
nonpasst hrough drugs. Oher drugs that are in this
category can be reduced based on the reported cost
data by as nmuch as 15 percent, plus a quarter of
the difference between what the 2003 paynment was
and what the 2004 paynment woul d have been if they
used the reported data. So we will have sonme drugs
in that category, the broad category of
nonpasst hrough drugs, that could be reduced by as
much as 20/ 30 percent.

Bl ood and bl ood products, collectively,
were given special recognition, with a 10-percent
danpeni ng effect. So we should all be very

excited. We were only cut by 10 percent. It could
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have been much worse. And as | say, still net
decr eases.

We're going to see how this chart | ooks.
So these are the rates, 2003 versus 2004. As you
can see, pretty much a uniform about 10-percent
reduction for all but our you'll see J-7193.
That's the Factor | X nmonocl onal products, which are
like the m d-grade product, if you will, for those,
and those actually receive a 5-percent increase.

Qur concerns. | gave you actually two
pi eces of paper, and on this one, which was our
summary that we provided to the community of the
rule, the | ast page shows actually the data that
CMS reports using in aggregate form and you'll see
that the coefficients of variation for our products
range from based on their own anal ysis, between
al nrost 6,000 and al nost 120, 000 for your
coefficient variations, which neans this is really
reliable stuff they're using here.

Qur volume is low in HOPPS. About six
mllion units were reinmbursed between April and

Decenber of 2002, which is the time period they're
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usi ng, the hospital cost data, and |I'Il explain
t hat .

Overall, Medicare, according to GAO in
2001, paid about $105 mllion for clotting factor
used in the honme. Sinilarly, the inpatient volune
were much higher than this. People with henophilia
typically don't go to the outpatient services for
their care. They're infusing at hone before they
go in for a procedure, if they've got an outpatient
schedul ed surgery. They're maki ng arrangenents,
even t hough you're not always supposed to do this,
to bring factor with them But, by and |arge,
we're not seeing a |ot of people get reinbursed
here. Nevertheless, it's concerning, the rates
that they want to put in place and the way that
they continue to intend to do it.

We have to go back to renenbering that
HOPPS is intended only to reinburse hospitals for
only about 80 percent of their cost in the
Qutpatient Department. The rule, in conpiling the
rel ati ve val ues by which they determ ne the rates,

appl i es an average pharmacy markup. |t doesn't
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apply, | would say, to blood and to bl ood products.
They' ve got everything fromaspirin with 1, 000-percent
mar kup to our products, which we assune
hospitals have a relatively | ow markup for

Overall, with the rates that | showed you
earlier in the presentation, we don't have serious
access problenms at this point, but certainly if we
continued to have 10-percent or 15-percent
reducti ons every year, | would say the rates that
are proposed for 2004 are getting pretty cl ose.

We intend to respond to this rule, given
that we're now about six weeks out from when that
is due. Again, by collecting hospital-cost data
t hrough our Henophilia Treatnment Center network
we' ve asked for data by brand, we've asked for
vol une by brand or by HCPC Code.

We had, | know a couple of tines the
question has come up about CMS's refusal or
reluctance to take industry data. W participated
in the call that they held | ast week on HOPPS, and
they do provide specific instructions about the

data they'd like to see fromindustry-owned
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devices, but they only, for us, say they'd like to
see nore data.

So | asked the question should we presune
that for the data they'd like to see for blood and
bl ood products that it ook a |ot |ike geographica
variation, et cetera; the characteristics of the
data they asked for, for devices, and the answer
was, yes. So we are going by that in preparing our
comments and seeking this data.

We will provide comments. W're going to
make those available to our comrunities, so they
can al so respond. And we al so were seeking
col | aboration with other organizations. To the
extent that clotting factor is included in the
category of bl ood and bl ood products, we all need
to be cogni zant of the recomrendations that we're
maki ng and the inpact they could have on the other
products, as long as CM5 is continuing to treat us
all the same.

Finally, future steps. Looking ahead,
this is an annual process you're going to have to

go through. And we are seeking to partner with
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others to inprove the accuracy of hospital cost
reporting and billing. W feel that that's
absolutely crucial, not only in getting the right
data for CM5 to be able to make deci si onnmeki ng, but
| think, nore inportantly, for hospitals to fully
recover the costs that they should be recovering
for these products, which doesn't always occur and
results in the spiraling effect that sonme of the
other Committee nenbers spoke about earlier

Qur proposals in the |ast few days about
trying to collectively come together to better
survey hospital-cost data, | was fascinated with
the data that ABC has.

And we've actually been reluctant for
clotting factor to, at this point, request
exenption fromthe Prospective Paynent System to
be rei mbursed on a reasonabl e cost basis because
the data is so bad.

I'd be glad to answer any questions that
you have.

DR. BRECHER: Karen?

MS. LIPTON: Not really a question, but |
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just wanted to | et people know that in ternms of
trying to help hospitals better bill for this,
we' ve been talking with the National Henophilia
Foundati on about revising our billing guide out so
that it can include sone sort of nodul ar
i nformati on on the plasma products, also.

MS. PENBERTHY: AABB has done a wonderfu
gui de, and so we are |ooking forward to that
partnership. W think it would be very hel pful

DR. BRECHER: Chris?

MR. HEALEY: Shannon, | just wanted to
tenper maybe your enthusiasma little bit about
your slide, | think it's nunber six, where you say
"provides nmore favorable treatnent for bl ood and
bl ood products."” W heard earlier that IVIG stil
isn't included in CMS's definition of a blood and
bl ood product - -

MS. PENBERTHY: Right.

MR. HEALEY: So we consider that a mmjor
oversight, just to remind the Conmittee of that
poi nt .

DR. BRECHER: John?



DR. PENNER  What was the Factor Vlla, at
| east prescribed on what unit basis, in your table
there? The reconbinant VIl a.

MS. PENBERTHY: In the table that CMS
provi ded?

DR. PENNER: Yes, just | notice that
1,000--the 83 or sonething like that, that's per
what ?

MS. PENBERTHY: ©Ch, that is per, |I'm
sorry, that product is packaged in 1.2 m crograns.
So that would be per 1.2 micrograms. You're right.
The other products are in international units.

That product is treated differently.

DR. PENNER: So it's unrelated, but it is
allowed to be at least identified separately, based
on that.

MS. PENBERTHY: Yes.

DR. PENNER: And then the other issue,

t hought there was sonething about pharmacies, on
the blood products that we have, being allowed for
Medi care and Medicaid at 3-percent addition to the

cost of the product. How does that--
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MS. PENBERTHY: For Medicaid, particularly
if you're participating in one of the 340(b)
progranms, if you're a treatnment center that is
participating in that program you're allowed only
to bill at acquisition, and then whatever the usua
custonmary state-dispensing fee is, which normally
is quite nom nal because they're thinking of a
prescription of pills or aspirin or antibiotics,
rather than a very expensive product that requires
extensive inventory nmanagenent costs, specia
shi ppi ng and storage cost. So, for Medicaid, for
those products, that dispensing fee, it barely
scratches the surface.

We've had sonme states that have recogni zed
that and put in place different reinbursenent
mechani snms for the dispensing fee part, if you
will. | think Dr. Hoots wants to say sonething
because he's one of those states.

DR. HOOTS: | can tell you that, in Texas,
it doesn't matter. W can ship a nonth's supply of
factor, which might be 15,000 units, net cost

$12,000 or so, and we'll get reinbursed $200 above
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t hat .

DR. PENNER: | think this holds true, and
| didn't know if this was being addressed as a
maj or problem inasnuch as it really curtails any
of the Medicaid prograns that we have for the
pati ents who have henophilia or are requiring sone
of these blood products in |large quantities because
it's, fromthe pharnmacy standpoint, they'd just as
soon not bother with it.

MS. PENBERTHY: Absolutely. There are,
ri ght now, and CMS has another rule that wasn't
di scussed here that woul d nake revisions to average
whol esal e price reinbursenent, and one of the
proposals is that a 5-cent per unit adm nistration
fee woul d be added to the reimbursenment rate for
clotting factor.

As part of the Medicare prescription drug
bill being debated in Congress, both the House and
Senate proposal s have provisions that would ask for
a study of what that administration fee for
clotting factor should be. Again, that's only for

Medi care, but we could hope that if sonething was
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i mpl emented, it would help us maki ng our case
better to the states. There's a lot of work to be
done in state Medicaids in this area.

DR. BRECHER: Jeanne?

DR. LINDEN: Could you please explain a
l[ittle bit nmore, so | can understand, this table on
the third page of your white handout, not the
slides, the colums that are headed "m ni mum cost,

maxi mum cost, mean cost, nedian cost," could you
pl ease explain what those nean. |'m having trouble
maki ng sense of them

MS. PENBERTHY: Sure. This came fromthe
Medi care rule that was issued on HOPPS earlier this
month. And it's their reported m ni num cost that
was reported to themfor, that was billed, if you
will, by a hospital versus nmaxi num cost, | ooking at
all of the clains.

DR. LI NDEN: For a patients' entire stay,
everyt hing they used?

MS. PENBERTHY: Well, this is hospita

outpatient, so we presune that they came in and had

a service and then left. So this would be, yes,
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during that stay. And so when they | ook at the
billing, the cost reporting they receive fromthe
hospitals; for exanple, J7190, the Factor VII
pl asma-deri ved product, the | owest cost that they
received a bill for was remarkably 17 cents, and
the maxi num cost was $2, 600, which would have been--probably
nore reflect a full infusion

DR. HOOTS: Can | conment? Go ahead.

DR. LINDEN: | nean, |I'mstill not clear
Sonmebody used .3 of a unit, and the nean, | mean,
this is not per unit? This is total cost? This is
still not making sense.

DR. HOOTS: No, it doesn't.

MS. PENBERTHY: This is why | don't want
to use the data.

DR. HOOTS: And that's precisely what |
t hi nk Shannon is trying to say. Clearly, the
$2,000 per unit is not true. | mean, no one could
get that past anything. That clearly is $2,000 for
an infusion. So the coders don't have a clue about
this. This is why it's so problematic. The

hospital coders, that's what | was trying to say
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earlier, to them a unit nmay be a box because they
don't, again, these are people who are trained to
just like at 1CD9s and put down a nunber, and this
is not anything like within their spectrum of
expertise, and so that's why they get these weird
numnbers.

MS. PENBERTHY: Medi care gui del i nes
dictate that you bill to the nearest 100 units, but
that you bill per unit, and if you infuse 957
units, you bill 957 of that code at this per-unit
price.

DR. BRECHER: Shannon, on that same table,
| ook at Factor VIII, this is for 512 days of
billing or infusion? What are the days and what
are the units colum supposed to represent?

MS. PENBERTHY: The days woul d, because
it's an outpatient service, in my mnd, that's
representing what was reported as the nunber of
clains. W alnopst could equate that into the
nunber of clains they had. Again, it depends on
how they billed, but they're trying to tell us that

there were 512 patient days in which a hospita
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billed for that code.

DR. BRECHER: That doesn't seem |l i ke very
many days.

MS. PENBERTHY: There's |[ow volune of this
product in the hospital outpatient departnment. In
terms of the units, that was the number of units
that, in the aggregate, was billed between Apri
and Decenber 2002 for that code--assum ng that
sonmeone didn't bill one unit for the $2, 600.

DR. HOOTS: Yes, it's really convol uted,
and nost of this outpatient/inpatient, that's why,
| nean, really, hospital outpatient is going to be
energency center, and a lot of that, | nean, the
billing there, as you well know, is very
problematic to begin with. Sone of it may al so be
outpatient use in day surgeries, although that's
not very conmon, except for the nmildest form of
henmophilia surgeries, and essentially that's it.

So this doesn't really represent nmuch of
anything, in terms of the outpatient use of this
product, which is, clearly, as Shannon said, at

home.



MS. PENBERTHY: O her questions?

DR. BRECHER: Okay. Thank you, Shannon

MS. PENBERTHY: Thank you very much for
your tinme.

DR. BRECHER: Menbers of the Committee,
what are we going to do about this? Wat is the
Committee's feeling? |In the past, we have nade
resolutions that have encouraged CMS to use actua
costs.

Kar en?

MS. LIPTON: | think it's appropriate
because it is a coment period, and if we don't
weigh in during a cormment period, then we m ght not
as well weigh in at all. | don't know that we know
exactly how to solve the problem and we've had two
suggestions, and |I'm not even sure how different
they are, you know, to use the Red Cross and the
ABC data or to just base it on reasonabl e cost, but
I think it's sonething along those |lines, and
think it's fairly urgent. | nean, if it weren't so
sad, it would be laughable, but it's, you know,

it's really, it's really disturbing.
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DR BRECHER  Jerry?

DR. SANDLER: This is nmy first tinme as a
menber of this Conmittee, and |'m affronted by the
way the government is treating this issue.
Hospitals are in desperate financial straits.
Reasonabl e proposals are being nmade by reasonabl e
peopl e, supposedly, that say it's costing us $200.
Look, here's the bill for what the transfusions are
costing for people that you are supposed to be
payi ng for, and you are not going up, you're going

down?

I nean, this is absolutely outrageous, and

I think that we should, in very plain |anguage,
wite to the Secretary and explain to him in very
pl ai n | anguage what a terrible job his departnment

i s doing.

DR. BRECHER: Mark?

MR. SKINNER: | hadn't read these before,
but I was re-reading the comments that Shannon
submitted in her witten comments, and in there it
states, CMS acknow edges the poor quality of the

hospital data for bl ood and bl ood products.
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And |I'm wondering if we could just pick up
on the thenme and say we agree with them and that,
therefore, if they think their data is flawed, we
certainly have said that, and if it continues to be
fl awed, as they acknow edge, then it shouldn't be
used. | nean, if that's actually in their witten
comments that they acknow edge that their data is
i nadequate, then | don't know how they coul d
justify using it.

DR. BRECHER: Jay?

DR. EPSTEIN. |'m sonmewhat out of ny depth
in this subject area and al so not a voting nmenber
of the Conmmittee, but I'd like to read a candi date
statement that | think the Comrittee could provide,
and | think it falls to the Conmittee managenent
whether it's appropriate or not appropriate for the
Committee directly to respond to CMS in the coment
peri od.

So, putting that aside for the nonment, the
| anguage | woul d propose is that: Wereas,
declining Medi care and Medicaid rei mbursenent for

bl ood products and plasma derivatives threatens
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both the stability of the nation's bl ood system and
i ndi vi dual patient access to nedically necessary
therapies, the Cormittee recomends that the
Secretary direct CM5 to reexamne its framework for
cost reinmbursenment in this product area and provide
for passthrough reinmbursement as an interim neasure
based on actual costs.

DR. BIANCO That's it. W can go hone.

[ Laughter.]

DR. BRECHER: W have a notion. Do we
have a second?

MR. SKINNER: | nmake the notion.

DR HOOTS: Second.

DR. BRECHER: Actually, | think the
wording is actually quite good, Jay. And | don't
think putting it on the screen right now is going
to add very nuch

DR. PENNER: | think we'd all have to
support, from what we've heard today, that there's
a need for this sort of proposal to urge a
reeval uati on.

I think we've dealt with this, though, in



the past on a couple of occasions, and | don't know
if it is superinposed onto previous

recommendations. W night want to explore that,

but at any rate, | think it needs to be addressed
agai n now because we're at a level of urgency that
needs the attention.

DR. BRECHER: Keith?

DR. HOOTS: Perhaps we could handl e that
ex post facto by saying, having a preanble
"whereas" statement that says: Wereas, our
reconmendati on such and such, and such and such, on
such and such a date, have addressed this issue
previously, we wish to reaffirm

DR. BRECHER: You know, | think that could
be covered in the cover letter that I, as Chair
wite.

DR. HOOTS: That's good, yes.

DR. BRECHER: Yes, Karen?

MS. LIPTON: | amnot the expert in this,
and Theresa just said to nme, the one thing is that
the word "passt hrough" has a technical neaning--it

doesn't nmean anything to me--and so she sai d base
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it on actual cost instead, rather than using a
technical term And | don't, once again, we're
getting into this area where--

DR. BRECHER: Can we use the word
"passt hrough, " Dr. Bowman?

DR. BOAWWAN: The problem for you, if you
use the word "passthrough," as sonme of you can
probably allude to, that passthrough doesn't
necessarily guarantee at all that you're going to
get reinbursed at the acquisition cost that you're
trying to achieve for the providers and the
facilities that you' re concerned about.

MS. LIPTON: Wuld you have a
recommendati on for words, even though you can't
vote, and you probably don't even want to
partici pate?

[ Laughter.]

DR. BRECHER: But that's off the record,
right?

[ Laughter.]

DR. BOAWAN: No. W do appreciate the

opportunity to participate with your Comrittee,
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actual ly, and we appreciate that you've extended
for us to be here. | can't recommend anyt hi ng,
certainly at this tinme, because of the coment
period with the current outpatient rule, but |
woul d just phrase it in nore plain | anguage to just
reflect what you really want and not try to use
ternms |i ke passthrough because there are probably
any nunber of instances where passthrough has not
resulted in total reinbursement for the total cost.

DR. BRECHER: | think we have to be
crystal clear. | think we have stunbled in the
past with our very conplicated wording. So
what ever we say, let's keep it sinple and cl ear.

M5. LIPTON: Well, then is it the actua
acqui sition cost of the hospital for these? |
mean, | don't--

DR. PENNER: You night want to, the actua
costs, and then there has to be at |east sone
handl i ng or managenent or cost that's added on,
which ordinarily is added on in any of the hospita
activities. So that has to be at |east accounted

for in some way.
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MS. LIPTON: So it could be an actual cost
of acquiring and providing these.

DR. PENNER Yes. | think that would
provi de enough so it would be reasonabl e.

DR. LI NDEN: So would you accept that
friendly anendnent to your nonnpotion?

DR. EPSTEIN. Yes, indeed. | actually put
passt hrough i n quotes because | was very
unconf ort abl e.

MR, SKINNER: M. Chairnman, the one thing
that, and maybe 1'Il see it when | actually read--it's a
little small--is | don't recall Jay reading
anything that related to the need for enhanced data
collection. | nean, the whol e aspect of training
and the inportance of hospitals being hel ped to
understand how to do it, and CMS recognizing the
i mportance of that fromtheir side, | don't know
where that role, whether we want to be placing
bl ame or responsibility for that.

DR. BRECHER: O the use of industry data.

MR. SKINNER: Right. The data piece that

I don't think, whether that's m xing two nessages



or whether that it's missing fromthere. | don't
recal | .

DR. BRECHER: We could recommend, as a
second cl ause, that CMS investigate or consider the
use of verifiable industry data in setting their
rates. | think that's going to be nore reliable
than the hospital data for the tine being.

MR. SKINNER: Could we add "or support
training" or "encourage"; is that a piece that |'ve
heard people say is the inportance of people
under st andi ng how to bill?

DR. BRECHER: | think that the nationa
organi zations are taking care of that. | don't
think that we need to take that to the Secretary.

MS. LIPTON: Well, but there is. W have
asked for some clarification from CMS, and until we
get that guidance, | think we're all still going to
be in the dark here.

M5. WEGMANN: | think that have been in
one of your resolutions fromlast tine. |[|f you
have the list of resolutions fromlast time, |

think that you included sone provision about the
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need for guidance at that point in tine.

MS. LIPTON: Mark, do you have what we
read on that the |ast tine?

I hate to get technical, but when you
finally get this, could you put it in like 14-point
bol d?

[ Laughter.]

DR. HOOTS: Can we add didn't you say
actual cost for acquisition and di spersal or
sonmething |i ke that, provision?

MS. LIPTON: And | said cost of providing
to the patient. | don't know what--cost of
acquiring and--

DR. HOOTS: Acquiring and providing the
product, yes.

[ Pause. ]

DR. HOOTS: Acquiring and providing the
product .

[ Pause. ]

DR. HOOTS: Acquiring and providing.

DR. BRECHER: |'m sorry, Jerry. Go ahead.

DR. SANDLER: Rather than wordsnithing
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this, I'd like to nake two suggestions that go into
your cover letter. | think this doesn't really
show the disparity in this, and | don't want to
touch this resolution because | think it's been
very well written, but | think sonething that

poi nts out that they're paying hospitals half of
what it's costing hospitals should be comrunicated.
As | read this, | don't get the sense of the
injustice that is being done, and | think the cover
letter should conmunicate that.

There's no tinme line. They could blow us
off, like they have been for years, and | really
think that there should be some tine line in the
cover letter that communicates that we would really
like to be in touch because hospitals are | osing an
awful lot of noney on the people that they're
supposed to be paying for every single day.

DR. BRECHER: Mark?

MR, HAAS: Mght it make some sense, to
follow Jerry's point, to use as an exanpl e that
third page of Shannon's nmeno which is the CMS data

itself and which shows the disparity?
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DR. BRECHER: Well, we can include that in
the cover letter. | think | would do that, as wel
as probably, if we could get a simlar letter on
bl ood products, maybe AABB coul d provide that to
us.

MS. LIPTON: W can put together something
fromour testinony. | know you just had slides,
Jimand Elaine, that we didn't see, but |'msure we
could come up with some | anguage that we'd like in
there. Does that sound good?

DR. BRECHER: O a simlar table.

MS. LIPTON: |'msure we could come up
with a table.

DR. BRECHER: W th the percentage drop and
the old price, new price, et cetera.

MR. HEALEY: Mark, if it's appropriate,
I"d like to also offer data on IVIG as well and the
Al pha One.

DR. BRECHER: Yes.

MR. HEALEY: Just roll in all of those
pl asma t herapi es together

DR. BRECHER: And if everyone could get ne
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that data in the next couple of days, that would be
hel pful .

MR. HEALEY: Also, the question | had is
either in the cover letter or the | anguage itself
will we nake reference to the 2004 HOPPS proposed
rule? | nean, that's what's really driving this.
We mi ght want to nake them aware that we're--

DR. BRECHER: Yes, I'Il nmake that clear in
the cover letter that that's what we're referring
to.

Ron?

DR. G LCHER: As a point of clarification
| discussed this with Jay, changing the word
"declining" to, "Wereas, inadequate and further
reduci ng Medi care and Medi caid rei nbursenent” woul d
clarify declining.

DR. BRECHER: Yes. So we're going to
change the word "declining" to "inadequate."

DR. G LCHER: Whereas, further inadequate
and further reducing.

DR. BRECHER: Yes, inadequate and further

reduci ng.
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[ Pause. ]
DR. LINDEN: That's not really
granmatically correct.

DR. G LCHER: Yes. And further reduction

DR. PENNER: | think you better put
"i nadequate" up front. | think that hits it
better. Don't |et them dodge that.

DR. LOPES: | suggest "inadequate and
still falling reinmbursenment rates."

DR. BRECHER: We're continually defining
it. How about plumeting?

[ Laughter.]

DR. BRECHER: It sounds |ike people wll
be happy with "further reduction."”

I s everybody happy? No? What do you want

"Wher eas, inadequate and continually
decreasing. "

[ Pause. ]

DR. HEATON: Wy don't you nove it to,

"Whereas, further reduction in already inadequate
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Medi car e/ Medi cai d--"

DR. BRECHER: Yes, that'll do it.

DR. HEATON: Because that's the key issue.
It's going down, and it was never adequate in the
first place. "--in already inadequate--" That's
perfect. Thank you.

DR. SANDLER: Would we want to get right
to the point and say that he directs the
Admi ni strator of CM5, so that there's a little nore
focused accountability? W've got him by his nane.
He's the Secretary. Now, we're going to CMS in a
bit of a blur, and it kind of slips away. W could
just say, "Directs the Administrator of CMS." W
know who we' re tal ki ng about, who's got a job to
do.

DR. BIANCO | think it's unnecessary,
Jerry. He's the boss. | think the npst inportant
part is | think, instead of refining this, is for
us to collect the data, as you suggested, so that
t he i nadequacy becones apparent.

MR, SKINNER: Mark, were we going to add a

reference to the data? Because this says what we
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want to happen, but it doesn't say at all why.

DR. BRECHER: | think | can cover that in
the cover letter that exanples of the changing in
the reinmbursement are illustrated in the
acconpanyi ng tables. The tables are self-evident.

MR, SKINNER: | guess what |'msaying is
this doesn't offer a solution. To the extent that
there is a solution, better data, the solution is
here, pay the cost, but we don't say why.

DR. BRECHER: Onh, | see

MR. SKINNER: Maybe it's self-evident.

DR. BIANCO | would support what Mark jus
said, in the sense that there are alternative
sources of data at the end.

DR. LOPES: How about you say, "in this
product area, and, until better data are avail abl e,
provi de rei nbursenent based on actual costs"?

MR. HEALEY: | think one thing to think
about, though, is, at the end of the day, the
clains data, even if they are accurate and correct,
may not be the paynment nechani smthat you want to

follow for rei nmbursenent. | nmean, there are a host
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of different paynent nmechanisnms out there. There's
Medi care reformup on the Hill, so there are a |ot
of different directions this could take by, you
know, | ocking ourselves in or at |east proposing
that it may lock us in, and I'mjust not sure
that's where we want to be.

DR. BRECHER: Mark?

MR, SKINNER: | guess what | would say is,
and while | think we've identified the data issue,
and | think it's the right thing to mention it, if
it goes in the cover letter, and if that really is
a part of what we want themto address, that cover
letter really doesn't becone a part of the
per manent record. | nean, what we continually
publish is just the resolution part.

So, if it's inportant for posterity that
the data issue stay with this recommendati on, then
| think that it needs to be in here. If we're open
to whatever solution they m ght come back with,
then it's fine to leave it out. But if data really
is the driver for this, it needs to be there for

posterity.

202



MR. HEALEY: The data is the problem

right? | mean, that's the problem we' re facing
t oday.

DR. BRECHER: | think we need to keep our
resolutions sinple, clean. |If we start putting in
tables, | think we're going to trip over ourselves.

Jay?

DR. EPSTEIN. | liked an earlier statenent

along the lines that CMs be directed to consider
using validated industry data in meking these
determinations. |'mnot averse also to adding a
sent ence hi gher up, recognizing the problemthat
the current data set available to CM5 is
recogni zably flawed, but | do think that the
recommendati on per se should focus on the utility
of validated industry data.

So I'd like to suggest we add a part.

DR. BRECHER: | n that new paragraph
underneat h that one, "Further, the Comittee
recomrends that CMS utilize validated industria
data regardi ng costs."

MR, HEALEY: It's really clains data,
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right? | mean, that's what you're getting at.

[ Chorus of noes.]

MR. HEALEY: Sorry. Sorry. | understand.

DR. BRECHER: Validated industrial cost
dat a.

DR. LOPES: |Is the industry then the
producer or the producer and the di spenser?

DR. BIANCO In nost cases, the industry

is the producer. On occasion, it will be both, but
the vast majority of the tines it will be the
producer.

DR. LOPES: |If we focus, though, on the
producers, will the hospitals be | eft out because
they're very inportant in this underreinbursenent
i ssue?

DR. BIANCO | don't think so, Lola,
because ultimately the hospital is the one that
wi |l now have the opportunity, if this resolution
is accepted, to build using the cost data that was
generated that let's say the blood centers provided
or the manufacturer of |VIG provided.

DR. PENNER: But then they may just end up
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with the cost of the product and the industria
cost, and then when the bill is submtted, which
i ncludes adm nistration fee and other parts of it,
| don't think that's what we want to | eave here.

DR. BIANCO | don't understand the
system but | do understand infusion costs are
charged separately, aren't they?

DR. PENNER: No, they're sonetines
bundl ed. You really can't be sure.

MR. HEALEY: And that doesn't work at al
for the plasm and therapeutics industry because
the manufacturers are not selling directly to the
end user. There are a variety of distribution
channels. So ny suggestion would be validated cost
data. Elimnate the word "industrial" and rely on
t he appropriate sources.

DR. BRECHER: Jay?

DR. EPSTEIN. Perhaps we can bridge that,
if it's validated cost data obtainable from product
manuf acturers and di stributors.

DR. BRECHER: Yes, that should do it.

DR. EPSTEIN. Now, that doesn't address



the hospital's admnistration costs. W nay want
to--but | think the thing that covers it is
manuf acturers and di stributors.

DR. BRECHER: So validated cost data
avail abl e from-

DR. EPSTEIN. Product manufacturers and
di stributors.

DR. BRECHER: Keith?

DR. HOOTS: Yes, | think that's inportant,
and | agree with what Chris said. | think we want
to keep this statenent discrete fromthe previous
st at ement .

M5. WEGWANN: Just as clarification, for
the nost part with bl ood conponents--1 can't speak
to derivatives--but you're mainly talking,
particularly in the outpatient, about just the cost
that the hospital pays for the blood product. If a
hospital |ater does sonme processing to the product,
those costs will be incorporated under other |ab
fees and ot her processing or the transfusion itself
that are separate fromthe APC paynments. Cross-matching,

that has separate coding.
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DR. BRECHER: Jeanne?

DR. LINDEN: | don't want to slow things
down by wordsnithing, but we heard that there was a
| ot of problens with recombi nant products, and |'m
wonderi ng whet her plasma derivatives woul d be
interpreted as applying to reconbi nant products.
My recollection is the last tine we cane up with
sone other term-I don't recall whether it was
pl asma therapeutics or sonmething that was nore al
inclusive that didn't inply only human pl asma-derived
products.

MR. HEALEY: W said plasma therapies or
pl asma- deri ved products and their reconbi nant
anal ogues in the past.

DR. BRECHER: So go up. Say that wording
again, Chris.

MR. HEALEY: You can say, "plasm

derivatives and their reconbi nant anal ogues."

We'lIl see how good your spell check is here.
DR. EPSTEIN: | think we have one
superfluous "and" to delete, also. It should say,

"bl ood products, plasnma derivatives and reconbi nant
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anal ogues. "

DR. LI NDEN: Except that the reconbi nant
anal ogues only apply to plasna derivatives and not
to bl ood components.

DR. EPSTEIN. Are there any reconbi nant
cellular products? |'mnot sure what you're
sayi ng, Jeanne.

DR. LINDEN: No, there aren't. That's ny
poi nt .

DR. EPSTEIN. That's why | put the comm.
"Bl ood products, and plasnma derivatives and their

reconbi nant anal ogues, " without a comm.

DR. LINDEN: If you leave the "and," yes,
okay. | thought you were deleting it.

MS. LIPTON: You need a comma the first
paragraph, third line up, "in the interinf comma.

DR. BRECHER: Let's read this fromthe top
to the bottom shall we?

"Whereas, further reduction in an already
i nadequat e Medi care/ Medi cai d rei nbursenent for
bl ood products, and plasma derivatives and their

reconmbi nant anal ogues--" is that an extra "and" in



209
there? No. "--threaten both the stability of the
nation's bl ood system and individual patient access
to nmedically necessary therapies, the Cormittee
recommends that the Secretary direct CMS to
reexam ne its framework for cost reinbursenent in
this product area, and in the interim provide
rei mbursenent based on actual costs of acquiring
and providing the product."

"Further, the Committee reconmends that
CMS utilize validated cost data avail able from
product manufacturers and distributors.

DR. HOOTS: A comme after “"further."

MS. LIPTON: And do you want to say,
"Further, the Committee recomends that CMS be
directed to utilize," since that's nore consistent
with the--

DR. BRECHER: Right. So the second clause
woul d be, "Further, the Conmmittee recomends that
CMS be directed to utilize validated cost data
avail abl e from product manufacturers and
di stributors.

MR. HEALEY: Is it redundant to, at the
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very end there, "And distributors in arriving at
the actual cost of acquiring and providing the

product," directing them for what they need to do

to acquire the validated data?

DR. BRECHER: | think it's inplicit.
Jay?
DR. EPSTEIN. | think products should be

plural at the end of the first paragraph.

DR. BRECHER: ©Oh, of providing the

products.

DR. EPSTEIN. "Providing the products,"
pl ural .

DR. BRECHER: Yes, at the end of the first
par agr aph.

DR. EPSTEIN. Last word in the first
par agr aph.

DR. BRECHER: All right. Al in favor of--well
let's see, does soneone want to nake a
notion to accept it?

Lol a?

DR. LOPES: Move.

DR. BRECHER: Second?
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DR. BI ANCO  Second.

DR. BRECHER: Anyone want to be a third?

[ Laughter.]

DR. BRECHER: All in favor?

Thirteen in favor.

Al'l opposed?

Any people not voting? | didn't vote as
Chair, but--and the governnent representatives
don't vote. That's right.

Okay. So this is our notion. | will read
it inits conplete formone last time fromthe top
just to make sure it is in the transcript:

"Whereas, further reduction in already
i nadequat e Medi care/ Medi cai d rei nbursenents for
bl ood products, and plasma derivatives and their
reconmbi nant anal ogues threatens both stability of
the nation's blood system and individual patient
access to nedically necessary therapies, the
Committee recomrends that the Secretary direct CMS
to reexanmine its framework for cost reinbursenent
in this product area and, in the interim provide

rei mbur senent based on actual cost of acquiring and
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provi di ng the products."

"Further, the Committee recommends that
CMS be directed to utilize validated cost data
avail abl e from product manufacturers and
distributors."

In the cover letter, | will also include
the charts illustrating the price decreases. |Is
there anything el se that--

DR. HOOTS: Yes, our previous
reconmmendati ons.

DR. BRECHER: ©Onh, and references to our
previ ous reconmendati ons.

DR. HOOTS: It is kind of a run-on
sentence. You m ght want to--

DR. BRECHER: It is a |long sentence--

DR. HOOTS: Cut it into two sonmewhere, but
you can wordsmth that.

MS. LIPTON: And make sure to reference
the proposed rule.

DR. BRECHER: Okay. W can do that and,
yes, we nmay split it into two sentences. W'l

have to take a | ook at that.



MS. LIPTON: | didn't nmean in the
resolution, | nmeant in the cover letter.

DR. BRECHER: In the cover letter, yes,
refer to the HOPPS 2004, yes.

Jay?

DR. EPSTEIN. | just want to come back to
Karen's point earlier that the comment period is
open now and that we want an action in the comrent
period. O course, this recommendation to the
Secretary is tinmely because the Secretary can act
at any point, but we do want a comruni cation to go
to CMS during the open comrent period, and | think
it would be appropriate for us to clarify with the
Commi tt ee managenent whet her the Comrittee can
directly respond to CMS.

CAPTAIN McMURTRY: Dr. Bowran, when does
the comrent period end?

DR. BOWAN: Cct ober 6.

CAPTAIN McMURTRY: This will go into the
Secretary. It will go al nost straight fromthe
Secretary's office to CM5 for CMS review. For the

response that the Secretary will provide to Dr.
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Brecher, CMS will have an opportunity to coment on
that review So they will see the coments right
awnay.

DR. BOAWAN: | wouldn't count on a

comuni cation like this going fromthe Secretary
down to the appropriate individuals for comments on
the OPPS proposed rule. So it would probably be
advisable to send it directly to the address that's
listed in the Federal Register for the coments.

DR. BRECHER: W can clarify with
managenent - -

DR. BOWAN: O at |east send a copy, |I'm
sorry.

DR. BRECHER: --whether we can cc this to
the Exec Committee.

DR. BOWAN: Instead of a formal comment,
just cc the cover--

DR. BRECHER: Right. W'Il clarify
whet her that woul d be acceptable to HHS.

Jay?

DR. EPSTEIN. Also, nothing prevents

Committee nmenbers acting as individuals from
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commenting to the docket, and that's another
expedi ti ous mechani sm
CAPTAIN McMURTRY: The fact is, in the
ethics statement | read yesterday--you all renenber
that, right?
[ Laughter.]

CAPTAI N McMURTRY: You can conmuni cate

directly.

DR. BRECHER: Yes, we can.

DR. BOAVAN:  You may.

DR BRECHER: Yes, you may.

MS. LIPTON: As the totally conflicted
person on this Conmittee, |'mjust going to--

DR. BRECHER: | want to know who's not
conflicted on this Comittee.

[ Laughter.]

DR. BIANCO It would be very useful to
all of us to have a copy of the final version and
cover letter.

DR. BRECHER: When the letter is ready to
go, | will e-mail you the text that | will be

sendi ng out.
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DR. PENNER: Can the Conmmittee just
recommend that a copy of this be forwarded, all of
those who wish to could vote to agree, and
therefore that would be the sanme as adding a
comment during the open conment period? In other
words, we're verifying that all of us are--

DR. BRECHER: Yes, | mean, | think it's--

DR. PENNER  You intend to send this on to
t hem

DR. BRECHER: That would be one way of
getting it there, and I think it's legitimte that
| cc all of the Committee menbers the letter that
I'"m sending to Secretary Thonpson. And so what you
do with that is at your discretion, but that would
be one way of getting it to CMS.

DR. LOPES: But are you saying that you
m ght not necessarily send this to CMS directly, in
whi ch case, certainly soneone |ike nme, who has no
ties to this comunity or axes to grind, night be
deputized to send it as a nenber of the Committee?

DR. BRECHER: Not deputi zed.

CAPTAIN McMURTRY: The way | understand



the ethics rules is that you could take a copy of
this letter and as a private citizen send it.

DR. LOPES: Okay.

DR. BRECHER: Mark?

MR, SKINNER: |'m wondering, and | don't
know i f Jay can answer this question, but given
that so many of the recommendations in this
Committee relate to blood safety and obvi ously the
work of the FDA, | nean, isn't there precedent for
that kind of communication fromthe conmittee, that
either you've carried back formally or informally
or have we ever sent anything directly to you from
the Conmittee at the same tinme it went to the
Secretary? Certainly, individuals have carried the
same nmessage individually to the FDA. So, | nean,
that's a common practice.

DR. EPSTEIN. Well, agencies sonetines
share their draft rul emaking with each other and
solicit prepublication coments. Additionally,
agencies are free to comment back to other agencies
in the open comment period. Let nme just say that

FDA is aware of this proposed rule, and we have
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codi fied some of our thinking on its inplications
to bl ood safety.

Now, what you're saying is have we not
al so at tinmes received conmmuni cations of that
nature directly to the FDA, and the answer is, yes,
and certainly we're interested in those comments.
To the extent that you think it's FDA business,
it's certainly appropriate we comrent to FDA

MR, SKINNER: | wasn't referring to a
speci fic exanple, just precedent in terns of how
the process might work on this issue as it related
to CMS.

DR. EPSTEIN. Well, | would say there is
no one-to-one link between a comrent or a letter
you sent to the FDA and what we m ght or mi ght not
do, commenting on another agency's rul emaki ng, but
we're certainly interested in public comments that

woul d bear on bl ood safety.

DR. BRECHER: W are going to clarify with

the adm ni stration whether they feel it is
appropriate for us to cc this letter to CM5, and if

we are told that we can do that, we will officially
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do that.

DR. BRECHER: Chris?

MR. HEALEY: The question | have for Jay
is wuld it be appropriate for us to submt
comments to FDA, urging you to work with CMS to
har moni ze definitions of things |ike orphan drugs
and bl ood and bl ood products?

DR. EPSTEIN. Sure. | would hope you'd
send the same letter to CMs.

When this is cc'd to the nenbers of this
Committee, is it appropriate or can we, in sone
way, get the appropriate address to CMS?

DR. BRECHER: It's in your packet.

Okay. |If there are no further questions
or conments, we can adjourn early. Okay. W're
done.

[ Wher eupon, at 2:14 p.m, the proceedi ngs

wer e adj our ned. ]
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